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BIOMEDICAL  ETHICS  AND  U.S.  PUBLIC 

POLICY 


THURSDAY,  OCTOBER  14,  1983 

U.S.  Senate, 
Committee  on  Labor  and  Human  Resources, 

Washington,  DC. 
The  committee  met,  pursuant  to  notice,  at  3:00  p.m.,  in  room 
SD-^430,  Dirksen  Senate  Office  Building,  Senator  Edward  M.  Ken- 
nedy (chairman  of  the  committee)  presiding. 
Present:  Senator  Kennedy. 

Opening  Statement  of  Senator  Kennedy 

The  Chairman.  The  committee  will  come  to  order. 

I  apologize  to  all  of  our  witnesses.  Most  of  them  are  familiar  with 
the  proceedings  in  this  institution.  We  are  late  in  getting  started 
because  of  the  vote,  which  was  also  late  in  getting  started.  So  we 
will  apologize  to  them  in  advance. 

Senator  Hatfield  is  on  his  way.  I  will  make  a  brief  opening  com- 
ment, and  hopefully  by  that  time  the  Senator  will  be  here. 

Today's  hearing  focuses  on  the  social,  legal,  and  ethical  issues 
raised  by  advances  in  biomedical  research  and  technology  and  the 
Federal  Government's  capacity  to  address  these  questions. 

Last  year,  Senator  Hatfield,  Senator  DeConcini,  and  I  asked  the 
Office  of  Technology  Assessment  to  examine  past  Federal  bioethics 
efforts  and  to  identify  the  factors  that  contributed  to  their  success 
and  failure. 

Medicine  and  biomedical  research  are  making  dramatic  progress 
in  curing  disease,  increasing  longevity,  and  improving  the  quality 
of  life.  But  these  medical  advances  also  pose  difficult  and  some- 
times unexpected  choices. 

We  are  now  debating  health  reform,  which  is  needed  in  part  to 
reconcile  available  resources  with  the  unmet  needs  of  large  num- 
bers of  our  people  and  the  simultaneous  demand  by  those  who  can 
afford  it  for  the  best,  latest,  and  often  the  most  expensive  treat- 
ment. 

Families  benefit  from  new  reproductive  technologies,  but  they 
have  also  created  new  dilemmas  involving  surrogates  and  adop- 
tions. 

We  have  made  extraordinary  progress  in  developing  life-sustain- 
ing treatments  that  provide  hope  for  many,  but  that  also  raise  pro- 
found and  difficult  questions  of  individual  rights  and  human  dig- 
nity. 
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New  tests  can  identify  the  genetic  predisposition  to  inherited  dis- 
eases, but  they  also  raise  troubling  issues  of  confidentiality. 

The  challenge  of  biomedical  ethics  is  not  to  slow  the  pace  of  dis- 
covery, but  to  answer  these  difficult  ethical  questions  with  compas- 
sion and  expertise. 

In  the  1970*8,  the  Senate  Labor  Committee  held  a  series  of  hear- 
ings on  the  social  and  ethical  dimensions  of  biomedical  research.  At 
that  time,  concern  arose  in  the  wake  of  disclosures  of  the  mistreat- 
ment of  patients  and  research  subjects.  I  remember  clearly  the 
hearings  that  we  had  on  the  Ralph  girls  who  were  sterilized  as  a 
condition  for  receiving  welfare  payments.  The  Tuskegee  syphilis 
study,  the  involuntary  sterilization  of  young  women  as  a  condition 
for  public  assistance,  and  the  testing  of  hallucinogenic  drugs  by  the 
CIA  and  the  Defense  Department  on  unsuspecting  citizens  were  ex- 
amples of  these  past  abuses. 

In  the  situation  of  the  syphilis  study,  the  individuals  were  never 
notified  that  there  were  cures  available,  and  continued  to  have  the 
disease  for  years  without  ever  receiving  penicillin.  Depoprovera 
was  improperly  used  on  women  in  Tennessee  without  notifying  the 
women. 

Since  then,  we  have  become  more  experienced  and  capable  in 
confronting  these  kinds  of  questions.  The  discipline  of  "bioethics" 
has  flourished,  matured,  and  diversified.  "Informed  consent"  is  now 
a  central  part  of  our  scientific  and  ethical  vocabulary. 

However,  as  medicine  and  bioethics  advance,  new  questions  con- 
tinue to  arise,  and  new  capabilities  confront  us  with  unfamiliar 
choices. 

In  recent  years,  Senator  Hatfield,  who  will  be  here  this  after- 
noon, hopefully  very  soon,  has  been  a  leader  in  the  national  dia- 
logue on  whether  we  are  adequately  addressing  the  fundamental 
questions  raised  by  the  rapid  progress  of  biomedical  research.  He 
recently  introduced  legislation  which  proposes  a  new  Federal  Eth- 
ics Advisory  Board. 

Representatives  of  the  Office  of  Technology  Assessment  are  also 
here  to  testify  about  OTA's  background  paper  on  "Biomedical  Eth- 
ics in  U.S.  Public  Policy."  Their  insights  will  be  important  to  any 
consideration  of  a  new  Federal  initiative.  I  look  forward  to  the 
presentation  of  their  findings. 

Finally,  a  panel  of  distinguished  bioethics  experts  will  discuss 
their  experiences  with  past  Federal  commissions  and  the  appro- 
priate role  of  Government  in  contributing  to  the  resolution  of  com- 
plex bioethical  challenges. 

We  will  start  with  Roger  Herdman,  the  Director  of  the  Office  of 
Technology  Assessment,  and  Robyn  Nishimi  is  OTA  project  director 
for  the  "Biomedical  Ethics  in  U.S.  Public  Policy"  background  paper. 
I  would  ask  if  they  would  understand  that  if  Senator  Hatfield  ar- 
rives, we  will  adjust  to  his  schedule. 

Dr.  Herdman.  We  can  interrupt  at  any  time,  Mr.  Chairman. 

The  Chairman.  We  are  delighted  to  have  Roger  Herdman  here 
as  the  Director  of  OTA.  All  of  us  are  enormously  impressed  by  the 
good  work  of  OTA  under  Dr.  Herdman's  leadership,  and  the  collec- 
tion of  some  enormously  talented  individuals  who  work  very  effec- 
tively in  providing  Congress  with  important  information  which 


hopefully  we  can  utilize  and  perform  our  responsibilities  with  bet- 
ter balanced  judgment  We  are  delighted  to  have  you  here. 

STATEMENTS  OF  DR.  ROGER  C.  HERDMAN,  DIRECTOR,  OFFICE 
OF  TECHNOLOGY  ASSESSMENT,  CONGRESS  OF  THE  UNITED 
STATES,  WASHINGTON,  DC;  AND  ROBYN  Y.  NISHIML 
PROJECT  DIRECTOR,  OFFICE  OF  TECHNOLOGY  ASSESS- 
MENT,  CONGRESS  OF  THE  UNITED  STATES,  WASHINGTON, 
DC 

Dr.  Herdman.  Thank  you,  Mr.  Chairman. 

Mr.  Chairman,  it  is  a  pleasure  to  appear  before  you  this  after- 
noon to  release  the  Office  of  Technology  Assessment's  background 
paper,  "Biomedical  Ethics  in  U.S.  Public  Policy,"  which  was  jointly 
requested  by  you,  Senator  Hatfield,  and  Senator  DeConcini.  In  pre- 
paring this  document,  we  were  assisted  in  our  efforts  by  the  delib- 
erations of  eminent  bioethicists  at  a  workshop  chaired  by  Dr.  David 
Blumenthal  and  attended  by  Senator  Hatfield,  and  by  the  contribu- 
tions and  reviews  of  over  100  individuals  from  36  countries. 

The  OTA  report  is  intended  to  provide  Congress  with  information 
about  the  form  a  new  Federal  bioethics  body  could  take  and  what 
factors  might  increase  effective  functioning  of  that  commission.  My 
remarks  will  be  brief,  as  I  am  accompanied  by  Dr.  Robyn  Nishimi, 
who  directed  the  OTA  study,  and  she  will  expand  on  the  details  of 
the  report.  At  this  time,  I  would  also  like  to  acknowledge  the  con- 
tributions of  Ms.  Ellen  Goode,  who  assisted  on  the  overall  report 
and  oversaw  the  appendix  on  international  bioethics  initiatives. 

Mr.  Chairman,  over  the  past  2  decades,  Congress  has  exhibited 
an  enduring  interest  in  bioethics.  I  know  I  need  not  remind  you, 
as  a  consistent  sponsor  of  that  interest,  that  we  continue  to  pay  the 
ethical  and  economic  costs  of  not  being  sufficiently  vigilant  about 
the  societal  ramifications  of  biological  research  and  medical  tech- 
nology. For  example,  this  year,  as  in  years  past,  Congress  will  ap- 
propriate funds  for  the  ongoing  medical  care  of  survivors  of  the 
Tuskegee  syphilis  study — as  you  mentioned,  Mr.  Chairman,  an  ig- 
noble incident  in  the  history  of  U.S.  research,  whereby  more  than 
400  African  American  men  infected  with  syphilis  were  denied  peni- 
cillin so  the  U.S.  Public  Health  Service  could  follow  the  long-term 
effects  of  that  disease.  Let  no  one  doubt  that  the  compensation  is 
appropriate;  it  should  also  serve  as  an  ever  present  reminder  to  us 
all  about  the  important  role  of  bioethics  in  U.S.  governance. 

In  a  statement  that  applies  as  well  now  as  it  did  20  years  ago. 
you  noted  at  a  congressional  hearing,  and  I  quote,  "We  have  all 
been  touched  by,  and  have  all  profited  from,  the  fruits  of  bio- 
medical research.  The  new  developments  in  biomedical  research 
hold  great  promise  for  significantly  improving  the  health  of  the 
American  people.  But  we  have  also  seen  that  this  new  technology 
of  man  raises  profound  ethical  questions— questions  which  our  soci- 
ety must  address  if  we  are  to  apply  the  new  technologies  wisely 
and  constructively.  In  the  next  decades,  scientists  will  place  even 
more  powerful  tools  in  our  hands.  We  will,  as  a  society,  have  to  be 
ready  to  answer  many  questions." 

Today,  OTA  believes  that  as  the  frontiers  of  biomedical  research 
and  medical  technology  continue  to  advance,  it  remains  essential 
for  policymakers  and  the  public  to  understand  the  ethical  implica- 


tions  of  the  innovations  that  flow  from  laboratories  and  research 
hospitals  to  the  doctor's  office,  the  clinic,  and  the  pharmacy. 

That  ends  my  statement,  Mr.  Chairman.  Now  I  would  like  to 
turn  the  podium  to  Dr.  Nishimi. 

Ms.  Nishimi.  Thank  you. 

Mr.  Chairman,  OTA  appreciates  the  opportunity  to  appear  before 
you  today  to  discuss  our  background  paper,  "Biomedical  Ethics  in 
U.S.  Public  Policy."  I  will  summarize  my  remarks  in  the  interest 
of  time. 

As  you  requested,  OTA  reviewed  the  history  of  the  National 
Committee  for  the  Protection  of  Human  Subjects  of  Biomedical  and 
Behavioral  Research,  the  Ethics  Advisory  Board,  the  President's 
Commission  for  the  Study  of  Ethical  Problems  in  Medicine  and  Bio- 
medical and  Behavioral  Research,  and  the  Biomedical  Ethics  Advi- 
sory Committee.  We  also  examined  the  initiatives  of  New  York 
State  and  New  Jersey  and  summarized  bioethics  activities  in  over 
50  countries  or  multinational  organizations. 

The  Chairman.  In  your  report  did  you  find  any  Federal  agencies 
which  developed  an  ethical  board? 

Ms.  Nishimi.  There  have  been  a  few  ad  hoc  panels  that  we  have 
reviewed  in  a  less  thorough  fashion  that  we  did  describe  in  the  re- 
port. 

The  Chairman.  I  see. 

Ms.  Nishimi.  Although  federally  funded  bioethics  entities  have 
disappeared  in  this  country,  they  have  flourished  elsewhere.  The 
governments  of  at  least  27  nations  on  6  continents  have  established 
a  national  commission  of  some  type  or  currently  have  legislation 
pending  to  do  so. 

Mr.  Chairman,  as  you  are  aware,  the  Federal  Government  has 
been  without  a  formal  forum  that  addresses  bioethical  ethics  for  4 
years,  and  in  fact,  a  fully  operational  body  has  not  existed  for  over 
a  decade. 

Nevertheless,  State,  local,  and  private  initiatives  have  developed. 
Such  a  pluralistic  approach  has  advantages  over  a  single  national 
commission.  For  example,  it  can  foster  diversity.  Other  pitfalls  with 
centralization  could  include  a  tendency  to  lose  flexibility  in  inter- 
pretation, diffusion  arising  from  forced  consensus,  and  the  potential 
for  capture  by  political  interests. 

On  the  other  hand,  the  diversity  in  bioethics  organizations  can- 
not always  succeed  in  addressing  areas  that  require  expansive  ac- 
cess to  information  and  expertise.  Centralization  brings  authority 
to  a  process  that  is  rarely  achieved  with  decentralization.  A  Fed- 
eral effort  also  can  call  on  greater  resources  and  has  nationwide 
power  to  gather  data,  convene  meetings,  generate  relevant  analy- 
ses, and  invite  testimony.  The  process  Dy  which  OTA's  background 
(>aper  was  produced  demonstrates  this  value:  Though  allocated  a 
imited  budget  and  a  short  time  frame,  our  project  gathered  re- 
sponses from  around  the  world  that  were  rapid  and  impressive  be- 
cause it  was  an  effort  on  behalf  of  the  U.S.  Congress. 

Of  the  four  entities  that  OTA  reviewed,  we  found  general  consen- 
sus that  the  first  three— the  National  Commission,  the  President's 
Commission,  and  the  EAB — were  viewed 

The  Chairman.  Ms.  Nishimi,  would  you  just  hold  up? 

Ms.  Nishimi.  Sure. 


The  Chairman.  Senator  Hatfield,  we  have  indicated  this  to  oth- 
ers. I  told  them  that  we  had  the  votes,  and  we  are  all  arriving  at 
different  times.  We  have  apologized  to  our  witnesses,  but  we  know 
that  you  have  a  pressing  schedule  as  well.  They  look  forward  to 
hearing  from  you. 

We  will  ask  in  the  record  that  Senator  Hatfield's  statement  ap- 
pear as  the  initial  statement  and  then  the  following  panel  state- 
ments appear  uninterrupted. 

STATEMENT  OF  HON.  MARK  O.  HATFIELD,  A  U.S.  SENATOR 
FROM  THE  STATE  OF  OREGON 

Senator  Hatfield.  Thank  you,  Mr.  Chairman.  I  thank  you  very 
much  for  that,  and  I  apologize  for  the  interruption  here.  I  do  appre- 
ciate the  opportunity  to  appear  before  you  today,  and  I  would  like 
to  submit  the  entire  statement  as  if  given.  And  conserving  what  is 
left  of  my  voice,  I  will  try  to  summarize. 

First  of  all,  Mr.  Chairman,  I  would  like  to  take  note  that 
amongst  your  witnesses  today  is  Dr.  Susan  Tolle,  who  is  a  distin- 
guished director  of  the  Center  for  Ethics  in  Health  Care  at  the  Or- 
egon Health  Sciences  University  in  Portland,  OR.  She  has  certainly 
been  recognized  as  a  national  leader  in  health  care  and  biomedical 
research.  Her  leadership  was  absolutely  essential  in  the  developing 
of  the  Oregon  plan,  which  has  become  quite  well  known,  wherein 
there  are  tough  decisions  involving  ethics  and  values  and  many 
other  factors  in  developing  a  priority  listing  of  the  709  medical  pro- 
cedures that  would  be  available  for  expanding  Oregon's  Medicaid 
program  and  health  care  program  for  primary  care  for  all  of  our 
citizens. 

As  you  know,  Mr.  Chairman,  the  OTA  has  expended  a  great  deal 
of  time  in  preparing  their  report  here  today,  and  that  came  about 
as  a  result  of  you,  Mr.  Chairman,  and  Senator  DeConcini  and  my- 
self in  requesting  this  report  from  OTA  to  sharpen  the  issue  of  to- 
day's discussion  and  looking  forward,  hopefully,  to  some  kind  of  a 
resolution  of  this  very  complex  issue. 

I  think  in  all  of  this  that  we  are  trying  to  maintain  what  we 
might  call  the  human  face — the  human  face — as  a  center  of  all  of 
our  decisionmaking  with  the  social,  economic,  and  environmental 
problems  of  today.  One  of  my  highest  priorities  as  a  legislator  is 
seeing  an  increased  emphasis  placed  on  resolving  human  afflic- 
tions. I  have  called  for  a  reordering  of  our  national  research  prior- 
ities from  activities  focused  on  increasing  the  capacity  and  effi- 
ciency of  destroying  life  to  that  of  enhancing  and  preserving  life. 

So  my  interest  in  this  issue  has  taken  form  in  many  different  di- 
rections, and  especially  as  it  was  focused  in  the  field  of  genetic  en- 
fineering.  The  Chair  nas  certainly  been  an  important  part  of  this 
ecause  when  I  offered  the  amendment  on  the  floor  during  one  of 
the  authorizing  bills,  it  was  indicated  then  that  perhaps  a  hearing 
of  this  kind  by  both  this  committee  and  the  Labor  Committee  be 
held,  which  is  now  taking  place. 

Mr.  Chairman,  if  I  were  to  summarize,  I  suppose,  in  one  or  two 
sentences,  it  would  be  that  I  am  deeply  troubled  by  the  patenting 
issue,  first  of  all,  in  which  we  are  now  engaged  in  requests  for  pat- 
enting of  human  life,  of  animal  life,  or  its  components.  And  I  just 
do  not  think  the  Patent  Office  as  constituted  over  200  years  ago  is 
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equipped  to  undertake  that  kind  of  activity  and  decisionmaking 
based  upon  the  normal  role  of  the  Patent  Office. 

I  need  not  go  back  and  recite  the  history  of  the  Harvard  mouse 
and  other  animal  patenting  programs  that  called  for  patenting  be- 
cause they  have  certainly  Men  at  least  well  publicized. 

I  recall  also  when  Dr.  David  Baltimore  made  his  famous  inter- 
view with  U.S.  News  &  World  Report  a  number  of  years  ago  in 
which  he  was  discussing  genetic  engineering,  patenting,  the  possi- 
bilities, and  his  statement  was  to  the  effect  that  scientists  have 
only  one  of  two  options:  they  can  cease  research  entirely,  or  they 
can  find  what  they  find,  discover  what  they  discover,  and  turn  it 
over  to  society. 

Mr.  Chairman,  that  bothered  me  because,  concurrent  to  that 
interview,  in  that  same  week,  Wall  Street  had  one  of  its  fastest 
sales  of  stock,  and  that  sale  was  in  a  genetic  engineering  company. 
One  could  say  that  society  at  that  moment  was  represented  by 
Wall  Street,  and  I  am  not  about  ready  to  turn  that  type  of  decision- 
making over  to  the  commercial  centers  of  this  country. 

The  Diotechnological  industry  has  opposed  the  proposal,  not  so 
explicitly,  though  I  understand  the  reasons,  but  certainly  enough 
to  understand  that  there  could  be  economic  concerns  expressed  in 
their  opposition. 

When  the  National  Institutes  of  Health  sought  to  have  2,000 
gene  sequences  patented  from  the  human  brain  DNA,  I  thought 
that  raised  profound  ethical  questions.  And  it  is  very  interesting 
that  today  many  of  the  ethical  questions  in  the  practice  of  medicine 
are  being  considered,  but  there  is  no  consistency  of  where  and  who 
is  doing  the  considering. 

If  you  take  Baby  "M,  that  is  a  contract  law  that  is  being  consid- 
ered. If  you  take  gene  patenting,  that  is  the  Patent  Office.  If  you 
take  Dr.  Kevorkian,  that  is  a  criminal  law  matter. 

None  of  these  really,  in  effect,  represents  the  comprehensiveness 
that  I  think  should  be  applied  to  some  of  these  puzzling  questions. 

We  had  a  convocation  a  number  of  years  ago  by  the  clergy  of 
New  York  who  had  Hebrew,  Catholic,  and  Protestant  clergymen 
represented.  One  of  the  major  resolutions  considered  was  that  we 
should  halt  this  kind  of  research  until  we  had  some  kind  of  way 
to  establish  an  ethical  and  a  moral  dimension  to  what  we  are  dis- 
covering. 

Dr.  Vannevar  Bush  manv  years  ago  in  his  own  book,  "Modern 
Arms  and  Free  Men."  called,  to  the  public's  attention  that  scientists 
oftentimes  in  the  laboratory  do  not  have  a  clear  understanding  of 
the  kind  of  world  in  which  they  are  placing  their  inventions  or 
their  discoveries.  He  called  for  a  better  bridge  between  the  socio- 
logical, historic,  the  human  entities,  all  the  other  disciplines,  and 
the  pure  science  disciplines. 

Now,  first  of  all,  I  am  not  opposed  to  research.  In  fact,  I  stand 
very  foursquare  behind  continued  medical  research.  Senator  Har- 
kin  and  I  have  introduced  legislation  calling  for  a  medical  research 
trust  fund.  The  Republican  program  for  comprehensive  health  care 
incorporates  that.  Senator  Harkin  is  working  with  the  administra- 
tion to  make  sure  that  the  administration's  ultimate  program  will 
include  health  care  research,  medical  research,  which  after  all  is 
the  ultimate  cost  containment  in  any  kind  of  medical  program — 


that  is,  cure.  So  I  do  not  believe  that  one  could  say  that  to  be  con- 
cerned about  this  means  one  is  anti-scientific  or  anti-research. 

Dr.  Tolle  will  express  also  the  momentum  behind  euthanasia  ini- 
tiatives in  my  State.  As  you  recall,  a  euthanasia  initiative  came 
very  close  both  in  the  State  of  Washington  and  the  State  of  Califor- 
nia in  the  last  election  cycle.  I  do  not  think  the  ballot  box  is  a  place 
where  such  ethical  matters  should  be  determined  either.  I  think 
that  is  certainly  a  component  in  our  consideration  of  how  to  handle 
matters  of  this  complexity.  I  am  not  sure  that  the  criminal  court 
is  going  to  finalize  Dr.  Kevorkian's  role  in  assisted  suicide. 

But  all  of  these  things  do,  in  my  view,  call  for  a  very  carefully 
crafted  commission  to  have  as  a  permanent  part  of  our  country  a 
national  review,  not  only  looking  at  the  legal  implications — how 
much  pain-killing  medicine  may  a  doctor  administer  knowing  that 
the  quantity  may  be  a  way  to  reduce  or  eliminate  pain  but  be  ex- 
cessive to  the  life  preservation  or  the  life  span?  In  other  words,  are 
you  trading  a  few  less  months  of  life  to  reduce  pain? 

You  have  legal  implications  in  this.  You  have  ethical  implica- 
tions. You  have  sociological  implications.  You  have  philosophical 
and  theological  implications.  And  it  all  calls  for,  I  think,  some  kind 
of  a  national  attention.  So  I  hope,  Mr.  Chairman,  that  out  of  the 
OTA  report,  which  I  have  had  an  opportunity  to  read  the  summary 
of  such,  and  to  gain  further  support  out  of  the  witnesses  that  you 
have  called  here  today,  that  whether  my  bill  calling  for  such  a  na- 
tional commission  is  the  ultimate  answer  or  not — I  am  not  locked 
into  concrete  on  that  subject — I  do  hope  that  out  of  this  committee 
can  come  some  kind  of  a  mechanism  where  we  can  focus  on  these 
many  complexities  that  are  confronting  us  more  and  more,  day  by 
day,  in  terms  of  health,  in  terms  of  life,  in  terms  of  how  we  dis- 
cover new  ways  of  preserving  life,  enhancing  life,  and  at  the  same 
time  recognizing  that  some  of  this  will  be  in  the  field  of  science  yet 
to  be  finally  determined  or  in  the  process  of  discovery.  I  think  we 
have  to  get  ahead  of  the  curve  on  this. 

Mr.  Chairman,  I  will  close  my  comments  with  the  request  that 
a  series  of  articles  from  Health  News  and  from  other  medical  and 
science  magazines  relating  to  this  subject  matter  might  be  incor- 
porated in  trie  record. 

The  Chairman.  They  will  be  so  included. 

[The  prepared  statement  of  Senator  Hatfield  and  articles  referred 
to  follow:] 

Prepared  Statement  op  Senator  Hatpield 

Thank  you,  Mr.  Chairman  and  members  of  the  committee,  for  conducting  this 
hearing  today  and  allowing  me  to  contribute  to  what  expect  will  be  fascinating  dia- 
logue on  the  subject  of  bioethics. 

— You  have  gathered  together  some  of  the  most  thoughtful  professionals  in  the  na- 
tion to  help  us  put  these  issues  into  perspective.  Their  work  to  date  and  their  testi- 
mony today  will  assist  us  as  we  determine  how  best  to  ensure  that  the  many  ethical 
dilemmas  facing  this  Nation  are  addressed  in  a  responsible  manner. 

— I  would  like  to  extend  a  special  welcome  to  one  of  the  witnesses  appearing 
today.  Dr.  Susan  Tolle,  the  distinguished  director  of  the  Center  for  Ethics  in  Health 
Care  at  Oregon  Health  Sciences  University  in  Portland,  Oregon.  The  State  of  Or- 
egon has  been  a  national  leader  in  health  care  and  biomedical  research.  This  leader- 
ship has  required  a  vast  number  of  decisions,  many  with  profound  ethical  implica- 
tions, including  our  "Oregon  Plan"  for  health  care  reform.  Dr.  Tolle  has  been  in- 
volved in  many  aspects  of  these  efforts  and  can  speak  authoritatively  about  the  lack 
of  thoughtful  ethical  parameters  in  many  areas  of  health  care.  I  welcome  her. 
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— Let  me  also  thank  the  Office  of  Technology  Assessment  staff  for  their  fine  work 
in  preparing  the  report  to  be  issued  today.  This  report  dates  back  to  just  over  a  year 
ago  when  I  joined  with  you,  Mr.  Chairman,  and  Senator  DeConcini,  in  requesting 
the  report  that  OTA  is  prepared  to  issue  today.  OTA's  work  has  sharpened  the  is- 
sues for  today's  discussion  and  I  look  forward  to  their  testimony. 

Mr.  Chairman,  I  believe  one  of  the  biggest  challenges  facing  public  officials  today 
is  to  keep  the  human  factor— the  human  race — firmly  in  mind  when  we  act  on  the 
significant  social,  economic  and  environmental  problems  of  today.  One  of  my  highest 
priorities  as  a  legislator  is  seeing  an  increased  emphasis  placed  on  resolving  human 
afflictions.  I  have  called  for  a  reordering  of  our  Nation's  research  priorities  from  ac- 
tivities focused  on  destroying  life  to  those  which  enhance  life. 

— My  involvement  in  this  issue  began  as  the  result  of  my  concerns  about  the  di- 
rection of  genetic  engineering.  With  its  potential  to  enhance  life,  also  see  a  potential 
to  trample  on  the  human  factor  and  confuse  the  idea  that  human  life  is  sacred. 

— Let  me  state  at  the  outset  that  I  am  not  an  enemy  of  biotechnology.  To  the  con- 
trary, I  am  a  strong  supporter  of  medical  and  technological  advances,  but  not  with- 
out some  regard  to  the  ethical  issues  encompassed  in  their  development.  This  is  par- 
ticularly true  when  special  status  is  sought  in  the  form  of  Federal  Government  pat- 
ents. 


are 

matical 
life  forms. 

— Scientists  are  currently  inserting  human  genes  into  animals,  and  beginning  the 
process  of  altering  the  genes  of  humans.  Many  predict  that  within  a  few  decades, 
our  biotechnologists  could  assume  the  roles  of  creator  and  designer  of  the  human, 
plant  and  animal  community. 

—About  a  decade  ago,  the  U.S.  Patent  and  Trademark  Office  began  considering 
patent  requests  on  genetically  altered  animals. 

— These  animals,  primarily  mice,  had  been  genetically  altered  in  a  way  that  made 
them  particularly  useful  in  cancer  research.  Those  responsible  for  creating  these 
new  creatures  sought  patent  protection  for  their  inventions.  This  prompted  a  vigor- 
ous public  debate  over  the  ethical  questions  raised  by  stamping  a  patent  number 
on  a  living  creature. 

— I  participated  in  this  debate  and  introduced  legislation  to  place  a  moratorium 
on  patenting,  pending  proper  consideration  of  the  ethical  considerations  involved  in 
patenting.  Members  of  the  Senate  have  not  embraced  the  legislation,  believe  largely 
becausefew  of  us  are  truly  qualified  to  deal  with  the  complex  legal,  scientific  and 
ethical  issues  raised.  And  because  these  issues  are  very  difficult  to  resolve,  espe- 
cially in  the  political  arena. 

—In  199 1,  the  issue  of  patenting  life  became  more  pressing  when  the  National 
Institutes  of  Health  sought  patents  on  over  2,000  gene  sequences  from  human  brain 
DNA.  This  request  raised  profound  new  ethical  questions,  again  to  be  addressed  by 
the  Patent  Office,  aided  only  by  the  centuries  old  patent  law.  Our  world  trading 
partners  also  expressed  their  concern  at  this  unprecedented  maneuver.  The  NIH 
patent  requests  are  now  pending  at  the  Patent  Office. 

The  lack  of  interest  in  these  issues  puzzles  me  greatly.  But  in  reviewing  the  issue, 
I  became  aware  of  many  other  issues  of  similar  difficulty  that  were  also  going 
unaddressed.  Many  have  asserted  that  advances  in  science  have  outdistanced  the 
legal  and  ethical  parameters  that  we  have  in  place  to  deal  with  them.  One  need  only 
glance  at  the  newspaper  today  to  find  examples  of  unresolved,  but  profoundly  seri- 
ous ethical  questions. 

— This  committee  is  aware  of  the  recently  debated  Oregon  Health  Plan.  This  plan 
is  controversial.  Many  of  the  provisions  of  the  plan  required  the  drafters  to  make 
ethical  judgments  about  limiting  public  payment  for  services  in  order  to  increase  ac- 
cess to  basic  health  care  services  to  all  Oregonians  below  the  Federal  poverty  level. 
Oregon's  bravery  is  rare,  however,  and  was  only  possible  due  to  significant  public 
involvement  in  developing  community  values. 

—Certainly,  Oregons  experience  can  be  used  as  a  model  as  we  begin  the  debate 
on  national  health  care  reform  proposals. 

— Euthanasia  and  even  what  many  would  consider  compassionate  care  for  the 
dying  is  often  handled  under  State  criminal  law  statutes,  where  there  is  little  room 
for  ethical  considerations  in  making  black  and  white  determinations  of  law. 

— Questions  of  access  to  organs  for  transplantation,  research  on  human  beings, 
genetic  therapy  and  genetic  privacy  and  a  host  of  others  considerations  deserve  all 
the  attention  we  can  give  them.  It  is  our  responsibility  to  ensure  that  these  issues 
are  raised  and  dealt  with. 
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It  is  not  my  purpose  to  question  the  potential  benefits  that  these  technological  ad- 
vances could  bring  to  the  human  race.  Cures  for  diseases  such  as  alzheimers,  diabe- 
tes, miracle  drugs,  an  end  to  human  infertility  are  predicted. 

— Indeed,  I  am  working  to  secure  more  resources  for  biomedical  research  through 
a  National  Medical  Research  Trust  Fund  as  a  centerpiece  of  national  health  care 
reform. 

— History  has  taught  us,  however,  that  the  benefits  of  most  new  technological  rev- 
olutions are  accompanied  by  costs  to  society.  The  more  adept  the  technology  is  at 
harnessing  the  forces  of  nature,  the  greater  the  potential  for  disturbing  the  balance 
of  nature.  Society's  experience  with  both  the  nuclear  and  petrochemical  revolutions 
confirm  this  truism. 

— Our  Nation  and  the  world  remain  utterly  dependent  on  finite  fossil  fuel  re- 
sources. Assuring  access  to  these  resources  will  continue  to  lead  oil-dependent  na- 
tions to  use  military  force  to  secure  that  access.  Moreover,  each  day  Americans  suf- 
fer the  adverse  health  consequences  of  increasing  fossil  fuel  use. 

Obviously,  I  am  not  arguing  that  we  should  eliminate  the  automobile,  but  recog- 
nize that  society  continues  to  pay  a  high  price  for  its  emergence. 

— Similarly,  I  am  not  arguing  against  advances  in  biotechnology  or  other  advanc- 
ing areas  of  science.  I  am  simply  saying  that  society  must  carefully  evaluate  new 
products  and  the  implications  of  new  frontiers.  Although  it  is  difficult  to  legislate 

in  these  complex  areas,  Congress as  the  elected  representatives  of  the  people — 

must  play  a  role  in  seeing  that  these  important  problems  are  addressed. 

— A  few  years  ago,  I  had  a  chance  to  visit  with  a  prominent  scientist  about  the 
ethical  issues  raised  by  genetic  engineering.  He  told  me  that  science  has  only  two 
options  when  dealing  with  this  new  technology:  one  is  to  stop  research  altogether 
and  the  other  is  to  discover  what  science  can  achieve  and  then  turn  the  results  over 
to  society  to  decide  how  it  is  to  be  used. 

— If  that  is  the  role  of  the  scientist,  then  we  must  ensure  that  the  additional  con- 
siderations are  raised  and  addressed.  It  is  our  responsibility  to  act  on  behalf  of  soci- 
ety. 

The  OTA  report  soon  to  be  presented  to  this  committee  reviews  prior  Federal  ef- 
forts in  the  area  of  bioethics.  Air.  Chairman,  I  know  that  you  have  a  long  history 
of  involvement  and  accomplishments  in  this  area. 

— There  is  a  great  deal  to  be  learned  from  looking  at  our  successes  and  failures 
with  federal  bodies  to  review  biomedical  ethics  questions  and  the  OTA  report  does 
an  excellent  job  of  focusing  the  issue. 

— 1  have  introduced  legislation  to  establish  a  standing  ethics  advisory  board  with- 
in the  Department  of  Health  and  Human  Services.  It  is  my  hope,  Mr.  Chairman, 
that  you  will  review  the  merits  of  this  legislation  in  light  of  the  testimony  you  hear 
today,  as  well  as  the  OTA  report. 

— The  debate  should  not  end  here.  Congress  should  ensure  that  there  exists  a 
body  where  these  difficult  ethical  issues  can  be  aired  out  thoroughly. 

Thank  you  for  allowing  me  to  contribute  to  this  important  discussion.  I  look  for- 
ward to  further  activity  by  the  committee  in  this  area. 
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Wgirt  te  rf*> -!«■  r«  nl. ibli  ftv'n -i*  ef 
•electing  «  cMldl  iCIi  M'Jci  pin- 
cenccpii«f  ttcVrt^uc  Inctvdc  tht  le  tiire 
"v  W  of  Meirmni  di«ckp|fi«  embyM 
by  Ml  <baa?d  jpn-i  gfMlk  »mV'I  Ml* 
IrnpUr" -^g  an  >af  --t  -Ji-  »rtvf>o  In  e\» 
*«mr.  and  te^cial  If 


rhifb   riljUln   "leilng 


«l»i  rath  >di. 
a  fat  11  (bp  anv 


fthrcnicila.  (^0fonlt  »|t|i  iirplaf . 
Of  w!if»'"u*41  **4  |h«rt|ng  eni  »f  iCi 
■"•rong"   l»J. 

Mourn  B>riC0fir^ptl'«  Itchil9>'ci  Wt* 
tT'.nlif ly  lr  I  di  im  'tf tfii'gn  ef  x* 
b*'""i  from  Y-ceiring  apum,  fel^eod 
by  antficiil  k«e«Tiln*n«a  of  a  •eman  «•!» 


IP  ■,m'k>ed"  (tM>  It.  X  billed  or  Y* 
Wii'd)  fia/iiiiy  r>f  *ftm  While  af-rrt 
miy  he  MfarilH.  IP  him  miW  on  (ha 
bei'-i  ef  ii»/ .  »<  l|fn.  ind  pcrbopt  tlacirt* 
ctl  chirgr,  iV  net!  luc/ctlfwl  nef)ied 
cepirliui  e--  r>e  <tifrcreni  «v»<iga  i*lrn- 
wng  •riced<  ed  X  beHrg  and  Y*b*'rirtf 
ipem'  The  iprnp  avt  nni  though  1  ie- 
ie«i!»e  kyera  of  'he  wlfoua  f-olaU  •!- 
oemlrt.  Y-bcitln|  fpcm  iwtit  fainr  «• 
ltert|t— aliho 'th  ihay  are  iryifin  ly 
mori  *¥lr-r»Hi  P>te  Xbtirlrtg  tpcrm  10 
varlnlaea  In.  for  aumrtc.  ttr-  1 1)  my 
croj  aekiDr. 

NVK.to  he  letter  jtitihod  b  r«*  r^. 
die  p,»«i  fa/eni  dui  Mkait  that  |t  can 
a*!*  ihe  Ofsbiblllty  ef  teneaMrf  1  bay 
et  |>rt  V-m  rvighly  *0  rvt *r ■  to  eppfoi* 
Itnatclp  71  p/  ca- 1  If  ihc-a  tmpltylng 
the  )*chnl«-ec  tQ  itlecied  for  tf »  time 
tea,  thertfort.  the  giader  ittle  fw  la- 


bv4cd  offspring  r»oM  ba  ifc»*^<  rrem  1-1 

toM. 

T>a  lertg  hiMerv  ef  •rT-m  te  If  Flvna 
k«  rj|g*tii  a  tc«di  reeck  deanind  f'fvSk 

Irow|n|  MM l»  <-f  tchroJey  cilly  f«n- 
■tad  ira-cMKt  pp  eod  Jtti  Hoftewtf. 
aenraya  dcmeiiirate  thai  the  *rtlM|*«a 
pj  fjrto4  and  'e  ivpplv  tue>>  preadurre 
hit  Irctaand  iStfply  ev«f  ihi  Ui>  15 

Ci'i.  Although  the  diffktrlry  t-  #!.«*•  ■*■ 
g  the  'Client  -tt*  1  -■o-tip  acch*  ee 
iborUor  mkii  k  It^oatibh  tr  hne*  ma 
(Mptbe*  ef  *t*nM  ampleylsg  thli  r«* 
tencip've  "-chriojt  te  rhtnet  dak  rlY* 
■prin|  I  tea.  the  prt^ecirf  mori  ihi*  w 
clkka  ht  the  L'nltcd  Ststcl  oforing  aprn 
Mfiw  oti  f-K  i'  t  uWttie*  turr  ■*  1  k- 
dkiifi  (hit  in  rmboveee  nc.  U  bo. 
helef  ectoilfted.  For  ihora  trrublcd  by 

HflU   f*0IM 
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■men  mm  ij 

flat  kntgc  r'N'IMi  chroahtg  |hef<  oft 
fn«|i  »i.  flic  growing  marirt  la  wk 
n  vr  c.hn  t » hadas  A. 

»*»k(«''WK'HfMilH»(trfr<ftlH|l 

Bttfc*eext«  ma*  be  tt  mhltng  ha  tt>-h*. 
etheri  fmd  if  even  t.  vr  »n  her  teat  of  the 

u+  I  an  lief  tvioVaM  A*  k  *  frcf-fTNCCt 
art  •VariMkatk  entNalarccd  TW  prefer 
tact  hat  mt<c  rhrhhtn  hi  r*»*e»gn cr-mt<ke 
t.  >h1  I)  tarvw*  A  nil  tw<'r  of  Ml 
Indian  S-ifrf-li  few  r>in-Hr  reftkd 
that  erf  l.«<0  if- at*  n.  f*>h-*«4  »'h- 
■mnt-«-rnaft.  >,W  »e*t  -f  kouk  le- 
Mm«  lAaf  iKt  •  ahuaallta  gcrdet  tattr 
■lew  I*  the  twdl*a  r*  full' in*  rut  a-  rn  tha 

aVhpTCl  «f  pee**   Wtrnii   *t   h»   H**C   (Wtv    ) 

gfrcrnt  T^wi,  HkM  aha*,  a  rtty  dv-  to 
puu  Nftr>aoa  -%J  aSo>in«<i  of  l«mal«  if- 
Hart.  the  'tt  '«••  of  «r  ■  hntn.  c*»i'  ho  la 
Chhu  feral  «lc«ftf  fre*  10}  Mya-'o-  Ifjn 
■  I'll  i«  atari*  110  hare  Iq  I  XI  1 1  It 
Tht*e  dtime-k  prrfcrracce  »>i-«  bet"  at- 
tributed, la  fi'i  |n  tech  <■!"  «•!  tad 
rennnmi-  fret**-  ta  tftffeiapilel  lefeiraat 
canting*,  the  t"«   iWwf  of  me  dowry,  end 

Yel  Ametksn  •nekly,  t«n.  rericrti 
iuo»|  gendet  f*f-<tn<*<  Owene  of 
BlaarVt,  ffaarlnf  me  l-hfhj  ie  lac  I  '10- . 
be-t  rt*ctkd  ■  coa<rafcm  preference  feu  • 
auk  -h''<*  ('»  a  m-e-chtM  c ■•»■-  it)  *•  tea  • 
mak  ii  the  fhtl  child  fin  a  nnthl  child 
coram)  IV  <*  k«cr  »viet  h  Am  rtir* 
perfetenre*  ttry  Itfthr  xiw  Knee  drawn 
■v  tare.  reKgann.  rli<<   getvJrr.  a?  trhrct 

ttnaal  pr  (Kgtrc 

Whet  thifl  *(  (to  with  mk  ►flln.r-H.-m' 

Rt|ifdV»'  of  one  ■  pttwnal  vie**  oa  4* 
kgatrajcy  "f  h»  iw|  i*  aretlirng  g~ndtr 
prefe  ttnert,  ilkc ker  <Hai  ther-  are  a  wide 
taridy  •■(  rca*"«>*  ah>  parent*  may  r*efe» 
a  h-vy  to  a  gal.  at « ke  »erw  Taeeari  m->y. 
fot  ciamffe,  >*Bti  ar<  iffft'e  "0"«'»"*'  " 
crwwf  a-ftimal  r-^alv-  -if «  •■.  |.«  Kfv  A« 
wactaartveaonJ-rfc  f  .*»7  IWa).  flwa 
t«l|.  o*  m  hear  fhe  x-n  la  ■  eenam  pra- 
pnninafc  |     lwn|lrh  aM  r*«  feny  *) 


V+d'  •Mr*'1;,  tame  ia>  k  frtf'reacci 
mjj  V  I'atcfl  'ct  kretipnil  tende'  tacroov 
lyfra  la  ata«)  catrtM,  aoili(k<  aafl  ta- 
tctciH  affwir  la  he  ■  faiatfiia  nm  «f 
aaetvc  ikaa  cf  aafwre.  On  fhe  ooVt  aaaal. 
ar*"*  tarerralfwcfaccce  Tuy  aV  "rtiioa- 
af  '  f-ifjci*  regr-fial't*  -ol  la  iHc  icclmkrf 
ata«c  faal  tkey  cao  Ne  kace<l  at  eeactkal 
(f«»'"Jf  '•'  um  rltaf  rcAecl  the  raliliaf 
#>lkiea'ia)ffea*varal  «f  tfte  i^atf  fo>rati 
aceiiat  naaa>  lot  <utT-*t  >a  o'd  »f ,  fee 
tiamfjr.  »IN  ctftkr  **  aea  of  •  cawaj 
atk>aM  ••  laag  ai  awa  i  af  •anmea  ^m 
fltlftteM  ti'cfUnr  eaeftaf  pc'ew  lit  Sea 
aitlfirt'  efttn  arwi  «f«l  'Ke  fail  iKd 
mo<<  lhaa  400  fltf'ttct  Me  geael*cafrt 
aii-lialarf.  (>■•«•>«  «  rtab  of  Wi  U|  auk 
fcenrfMllar*.  fm  caamfle,  may  prefet  la 

BBNtflMk 

Yel  rccefaamf  vicrial.  '*<*  torleul, 
afl^aaliect  la  Va  «|  a  Kry  or  a  gl-l  w  i 
•feelfk  coattit  I*  ov  «r  a  aOffcreM  (Mag 
fioa*  de'-rmlO'  *g  faal  Ki  'election  It  *or- 
aaa*l*el)  go"d  Maay  haw  atraral  fhr  flat 
aeoceai  of  c 'f  itlin  iSo<il«1  remain  ffcc 
arctiaer  of  *>;^e  »fr1  a*  choaca — raihef 
lhaa  »f  a«m»«  m'oMI'fig.  Ceai"«;<calrjr, 
aome  rclkf  rKn  hi  aek*lk«a  k  lnf"f- 
tath/  call,  tlol.'tlag  huk  ariaciylea  a# 
faliaett,  equal  lavr,  **4  garrmhr<oa1 
Moral  ••g<imea««  ihat  t'%  wk  flm  h  aa 
aatatil,  I-  faying  C*-i.  and  k  fardamca- 
utty  tad  la«id"i«nl)  tciiat  havt  already 
m^ared  «mU  rahk  drSaM 

Other  ct'lki  brktvt  'Hal  fhe  moil  okV 
kMa-ashk  atprcf  ol  m  •ekrlioai  lie*  aot 
'm  *<  fuadamrnisl  aai>ar.  kti  rathe*  in  the 
rewieojoracfi  of  hrw  H  taa  W  wi  The 
Intimate  rrlat'oatt-ip  rVtwcca  Kt-hlatcd 
rtir>nifvaittci  aid  tea  iekc'k>n  creaic* 
■igailkaM  aad  gmHematk  dyaamic«. 
r*>|f**rrii  »l  ofpj-l'jrti'y  ykld*  unS'l»'ttrf 

tea  freferrarei  and  c«"*irib'ilr<  io  the 
•iMmgict*  Io  'ekel  act.  ^  (t  artaal'itng 
art  raelercncri  rhnrtgh  act  vkc<ma  may 
aVa  titfno*  tor lat  biwi  «<v*  e>  accr  ^tc 
aade^ltihk  dl»c rl'-iinaiUra.  At  'oag  i< 
fheat  I*  »ide-faead  atffctt*cc  for  attkt, 
ecrtam  errikl  ratiaftta.  atl  atkeikM  «4fl 
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rKo  i>  t  •  flat  w  ratio  la  (•*'«  nf  make . 
came  a>«mca  H  he  roafmed  'o  aa*  ajdji 
fmtc  <ok«.  and  ykld  caroreod  mak  rtN- 
aary.  gnake  r-covtat  ta  ■rT-lrnrlioa.  atd 
mereaaed  auk  a"h>fmmc>'  coaataajrifl  a? 
aVcrraii'-d  accua  to  anatci  Chtkr>ea,  too, 
ma*  he  adweearly  ofTcct-d  hy  flat  atwrko- 
bg<jf  hard'an  of  rflag  fhe  "<ajwWM  * 
e**.  feeHana  *o-x  A-  rt^ah  nf  •  fjlkd 
a*k*n|a]i'i«(kclfrethc  off-aute  grade* , 

Theat  f>*rajlaf  e«kmalitiri  (la  «ne  flat 
teoaoatitt*'  term)  Irdkati  ihat  fcofht 
•omiiag  -»»  -r kcli  <■  >*ms  oM  'h* «•«(>« 
Wat  the  'iagl  roala  of  flar  ajthrffa,  which 
hajHtetact  fhe  atfunaraf  foe  gnwramcat 
m«er>er>tirai. 

With  mererrd  mihfh  drwoar**  la)  flat 
■octal  ttkaxc.  ethk-l.  i<«d  mcdkal  Hi* 
tratare.  amHIoaa  oa  aca  ackcrtaa  haac 
became  m<rea*lagly  folatlu-l,  arkh  #■ 
n>ml«hlag  O'lenhcii  of  acfirti  ohteevfi. 
WMk  aetaw  ha*e  atgaed  erotyacaity  foe 
aca'ty  bl-alu  raroductlwf  f'cedo'a,  »fl> 
tn  have  hegaa  wldeinecafl  C* Ik  foe  Nat 
•alright  arehlMtlia  af  sea  aelrclhaa 
flarowghrrfatl'tal  aad  c'vft  rcrtahkt-  Praat- 
•ytvaa't  tad  llllr>ola.  for  t  ■■mr-k,  ^a*a 
aaiM  I  kgitlath'i  atovldiag  cH-nln-l  tad 
(1*11  Beaaltk*  Io-  Mt-atl-etloa  tboe- 
fhm«.  Ard  tfthajgh  attrMlrwi  to  aet  trloc- 
floa  ha*  heea  la>g<ly  cat^ilvrrd  hy  fhe 
hreaoVr  thcwiloa  coiflk',  the  l-gal  taad 
faality  t*gvr*«r4a  foe  ttd  agamai  taahfU- 
llea  of  tt'-idcctlr-i  aoort'oa.  •  r«*t 
conccflar  ta'lhod,  citcad  *lmenf  aal- 
forfnlf  io  >hf  oi'c  at'ptix  cOtlCll  M 
»tIV  lat  fhe  »  ■  it  of  the  Svncf  rrvt  Oaji'e 
1991  ir-wiio*  declsloa  Hi  rUrnt*  Ptw 
rnthoW  ra/  $*»ik--titw  ttn^-\l\9m.-  r. 
Cciy,  which  ao  aorar  tthtnt  qu>>eta  fhe 
ttrurfk  over  fhe  right  to  tbrailro  geatr- 
ally,  meconccfltc  act  vekelkm  may  he- 
crvnetae*  haitkrielrl. 

Wntneai  I'ocot,  away  of  which  oa> 
a-'*c  giivetrameat  aatrolrMi  •ttynn  *'rvt«v> 
dot'i  ■f  liberty."  h«ve  found  vt  arV'cfka) 
ax-i  tn  iW-w<  Oa  the  one  h^ad  a*c> 
htbitioa  of  lei  irtertloa  ctm  io  torn 
■ffomiat  htrdwnai  ftreoVm.  Oa  the  ether 
hand,  rhtt  h  ■  very  ftf  corcen  'hal  oav 
rtthtrtfl  tea  *ck'.lioa  et*utd  abew  (he  tea 
rttio  ha  li«(f  of  mjh-t-  -ykldtag  fajthcr 
dlicafttachltrfaeat  a'  feaulea.  That, 
flieory  mty  he  attained  hy  the  weight  of 
r-nvciT*^ive 

Hal  a  foveeamern  may  r>rwdertty  taj>  aec 
golky  teoeeachea  other  thao  aSotc  ctv 
•oared  r*y  flw  tntagooittk  geohiharlontatt 
tad  noa-bMrrvTMroflliti.  CVwc  t'nrthry 
aoggeita  tin  the  »urr«r<m  of  fhete  pelirjr 
tKtcmri  are  art  all  -n  cm>u  them. 
tclvft.  Dividing  iScm  by  tK-  wa^  rhet 
thta>  (fhe  proet't  by  which  they  teach 
fheh  oonc  Itnloa).  rat'<ei  fl-an  hy  what  rhey 
ihifvfc  (the  ca-nchnlon  fhe>  actually  teach). 
revc*lt  lw«  iliiliact  baf  a^e«awrtty  hant- 
dlcd  f'"vai  thiol  iilti-  t"  I  cnautrfjea. 
tiili  ti  Ab*ofv(li't  ta><  rtvt  nmitlon  rhet 
■ti  teltciiofl  ll  either  loadamrntatly 
*'»|m  fandta-'nttHy  wfrhanff-tf  (phc't 
■f  reafttdaxlitf  acllvllici  or*  e/hkh  a 

Kemr-cm  i  Influence  rmi-i  he  KCtely 
(ted.  Coa«ecRjca*>albti.  oet  <he  vhtr 
haad.  trt  eelmtriry  coaxerned  wkh  e(- 


tecla.  They  r-eJttvt  flatt  aa*w*ajhitd  acs 
tcttclton  wdfl  eflvcrviy  uw  flat  aewdet 
fffl*.  foe  e-amrlt .  9t  that  rcilrkt>**g 
to  i -  kctkw  wW  atcxataviry  l-wemuje  m 
•tVr  rtr"-*Kii*t  acllvMet  or  aadlvkhral 
Bhertiet 

*  Sik  flat  al  u^haa.  raaty  he  tetaarated 
by  ich*tm  too  wtdr  hjrrou.  t*rmib«»on 
kl  CfaweoajcifHtrhtt  a  >d  t"a»  famltuaflraw. 
htt  coa«rfaKatlall«it  do  dare  eorata  to 
•roand.  Both,  i  bate,  tee  concerned 
ahnai  (•ntiolliaa  the  t(fecfv  ed  gervcta. 
raant  gaaficy  on  let  Hkcthm.  Yet.  e*tn  ff 
Oat  wc*«  to  grata  the  c-n  sequent  la  I  lat-  til 
of  fhett  aremaara.  ftVk  traaiamajt  *»  aW 

Cky  eatrrraati  of  arorWWthm  m  avaav 
Ttmhva  am  arrhwafy  and  a  ml  aaj  fcy 
flu  •otentlal  far  tlltvfatlag  regalaaor* 
atftargka. 

Crrwlve  gavernrncntal  fwraey  aaahera 
eeoU  d-ii|n  ajogjamt  that  asavhf  tec  oat 
anodata  the  conieoaaimtaraat  ciattcra*..  r« 
uarnek.  If  c*m«e'|oertt>aliiai  fiter  Am  tet 
■redetcnnlatlaon  will  retort  ha  a  trta*e* 
■jrra^cr  of  make  bun  frmaka  bekaj  hew, 
then  tt,-p"T+U*e  tc>'ky-mahrrt  cearld  at- 
tabliih  a  fHrt'hold  Itvel  of  ftadef  rttht 
the*,  heaetrh  »hkh  flr  hajaa  v,o«ld  a'nv 
ply  he  tgrtorrd.  ^hcmld  that  rhreahohf  ha 
arar«grcjt*«d.  the  ^ermwenl  e--aW  baew 
tea  tcrection  v-rthta  atcrnlahae  eaaatatt- 
flit  Kmfta  with  I  centra.  t»m,  tavmrti, 
ot  t  to*'tblat'l  at  of  leher  '*V'tk-ul  rt|- 
■ltlo*y  hvoh.  Wb*k  etch  of  rh-ar  mty 
ykld  new  it." mi  of  ci  -xrnt,  '«ch  at  flaotr 
artf-ndam  Ha  nor  fjil  weah*t  dt-<'rvbu1lo*i. 
fhe  dl'ltcuHy  of  mcdte'ieg  new  cemflkta 
alajuhl  not  alone  Juetrfy  ataujktceajce  tn  1 
lingk.  orvrrwrajvromhlng  kgtf  or  prJiikit 
pajfton. 

One  may  h"fe  thai  efforts  kt  di' pel  lira- 
Ikmit  gendkt-haaed  atrtc'ilyajrB  tad  pro 
vide  eoaj  <l  iT**wfuaitiet  to  both  teaea  »tfl 
dlm>ai|h  "i  ertneate  tet  arr  fe-racft  Ytt 
the  (tart  inch  pre  Ft- caret  ewjrttall«  |a> 
ipl't.  tad  the  cyrle  ed  eatreaaram '■>« 
rrcmg  (can  c*tate,  tluvatd  be  tddreaaed  m 
t  <\t  liber  ate  ft  Won. 

'(  h  imckar  v,hr*het  many  of  rh*  retwfrj 
of  irt  ack'tknt  that  c  a  coutniialltti 
analt  would  otter  e*e«  If  act  ■electioa 
artrc  (wmaletely  oacoatrelletl.  tven  If 
they  daj  devrhvp .  hnwevee.  maai'taaed 
cor-  eeucnect  do  aot  •!•*«  htatify  hata> 
kel  wrehihitloa  At  beat,  liey  Mgfett 
regulHton. 


Owrm  0  J9»*<  It  *m  •teaefe'r  «f 
D.C.'s  C»  i- no*  d  Bmtlift,  wrVeee  aV 
tpnlotllfi  In  hrw  ufftcrimt  mt'Uiat  tit' 
rirti  afrwg •.  'id  rraradVetf i e  hridtaW- 
•fir'  Ht  U  o'i»(V  rvr'-o*  <■/  "J/J  5r/nr- 
IhM.  rat  ffefftrrtatiofl  O/  Trthme'orj  Em- 
bfing  the  rt'delrrwafnatfan  wf  •  Caiht*| 
CtmJtr."  n  fttrttrrt  lemraul  of  Law  k 
Terhewhagy  I  ('9921  a*W  the/ arm awafag 
'H'prcdvrnir  Autonomy  **J  E*oh*m- 
ft  If'tVoav;  A  Ver«f«ft>ry  f  rarnewport/ar 
Twit  5>  Imw  TnSitntrgkt  "  An  eric  an 
Journal  of  I  J»  tnd  Medkaar  (Faff  t99^ 
The  at'ewj  rjftrejjetf  kfrito  art  wtrtt  e/ 
the  -itf hor .  anvf  da  net  r ewrrtraf  aVr  pmi- 
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Who  Lives,  Who  Dies  —  and  Who  Pays? 

Separation  of  Siamese  Twins  Highlights  EUiical  Impact  of  Medical  Choices 


■  r  Blchi.<  Salts! 


T! 


i  be  Wfifneil  *  1  *xin»a  ka  f^taU  'e'ph'-t  to  nper- 
*i e  e*>  $.**>  %t  I  «i  Aereta  a**d  Am)  (.'fcc'erg 
h  thouph  •'**  refill  «T'C  i-uWr  liiHlht 
HI,  »hach  h  i  it  le  reach  fit  fir****.  ahc*t 
A»*ikai  awemVIn*  al  tit  K  t  b>t*-p  Bq-i'op  K*ii*-* 
»  rat-*  u  *J 

Bwt  apaernh**e*bar-etlrV-r>l.rTa»'rB*lr*t|  t'n  h«rt  r*pr«- 
eVaxe  »*►  the  W|  ahot  "**»*•  -rf  tawceu  m4  ihe  c»v 
-tW'i   i  AanrrhanheabH  cnt  *-!•»'?  at  Hi  •»  ft. 

Tie-?  c.  n/Si  i-r f  vfcart  i-r  Hrwf  e  pr'tW  at  a  p>  •Hal 
(**•  b  'he  •ebale  vw>w  'a  rrtot re  the  U J  b/  ahh  -  ate 
«y  iff-  iad  eaprr't  ui  IV  dramatic  alt-mpt  la  a-a»*  on* 
pf  the  LaV-K*(|[  it.ni  brinf-a  k*r*"*i»n*  ff*1  h*u*t  to  • 
fl'ahpwp' 

Hm«>  lie nor ei  o('»iii'"i  I  lev* 'I  »■  B«i -♦.  «V  kae 
o***i>'edo»rtme  letaof  ton -tared.' 01  S'*aa*?e.  t«^m. -J»i 
mm  HiTficia**!  bel-ftf  'Hal  theSr  niata.  -hity  h  li  Ih-  a- 
lie*.  We  c^iUir'T  a  t  k>  k  a«  a  fMrf  a«4  a-if  iWt  »w. 
t«c«Ur  lieetmeira  •"■  e**i  aoore  Ikao  *-aae  yietc'fbed 
a«mnnt  el  -*-*eney.  eM  if-r>'oat  are  rail  #>  It.*  he  uid. 
-Ik-jucUm  '■*!   be   pul    b»  Ihe  prcHkn  of  mikinf  awrh 

Tata  »»i  r»  «ai«  -0/1"  ovr  atrfta  *l  up -t»ft»l  *»|-*  **«*- 
t"n  u-d  and  *l»-ei  eW  »  awer  fr*  lh*l  toVea  "w"^ 
fwwfcai  el  »kph  lr  MTfraf  and  a-  ettheil'  ear*  •vwai-  |.' 

Tie  laVrcxrf  la*...  about  7  HinlM  old  al  i**  l«a»  si 
their  tot  ten.  arte  ta  -nltr-d  a'  the  d-eat  aH  »tal<r-e«.- 
they  rSered  -oehrart.  I'*  l"I*r  t"'  rd  »hfch  r--al  fa  Aa> 
fta  i  c*-»i'.  The*  »ete  •efatateil  k  i  S'.i  Sow  oar  rat-on 
Arf  ?0.  *  "h^h  Al'td*  •  flainedrhe  hejrl  and  her  fitter. 
Any,.  ««a  irWed  lp  Jar. 

Arr-'i    I  -V'S"i    •"•«  -"f    In   rrNkaf   retina   tSvt 

Afthur  Capiat.  <..  -  «  of  Ike  C'»t«  (or  fWjmnf  a'  Eth- 
ics M  the  'Iwrrvtf  ef  Miwuta.  v'd  tSe  cHa«cea  '4  r«e> 
OW  of  'he  Li''bef|  taW1  tenfctnt  are  lw  remnlf  tohn- 
i-'t  Ihe  coiti 

•Syt^bohcatH-  '•  «  **f  **••  »'k»  ■•  fcr^exe  tSat  the 
■roper  ffpend*i«re  af  heaKh  cat'  rtwm  h  It  pvaac 
•Vif'ate  fiKaiufi  fw  M^rrftrV*  m**  '*f«aV**  *rf  'he 
f  at.  Cac-ii"  %m%. 

By  "HertiM  pf*)pV.*  *«  "•»"<  Nthrtit'  ■>««  e^aea 
rt'tht  is  r«ch  pu^katr  ^«*  •**'*  «r**  "^  t*«r*  •*■ 
c^fTic  «S«>1»  kr»«t*  t«  real1?  |i«d  at  rt*e«4i  i  ko>»- 
iKiei  ■  ev  hot  hof'aVte  at  ***%  PwpT  tKat  an»T  benefit 
f  i»«icf  •eiw«n  ta-elesa  pefp**.Cji>la«tiiil. 

Iheif  t-i»ebefi  naw^n-Ml  tmw»f  t«h>lhmr>>Wd  at 
IV  heart  a"4«oto«<  it  lr)  <4a  Uaiefsfr  Mc  Hal  (  enter 
■t  «utMa,Mn  Chhaf  >.  ^here  Ar  ffla  nrf  Amr  •  ere  Vra. 
orf-n-4  atlemririf  lo  a-pai'te  tSer".  TYtf  Mkf  tSj*  Ana? 
wouM  retUfaity  4 -  and  Ihal  Anfeb  had  anty  a  1  peirrnl 
cha*  »e(i«fu.'l 

Al  OM'^ien  «  Ko5p>*al  -rf  rSiU4e'pfci»  the  ci'e  <at  A« 
Ufc''  tr|  i«ini  bef  if  the  ore' at  *.  the  -airi  •««<>'  aa>< 
tarly  palr«eiati*t  ttralment  o<  A-t  U  alexl)  hat  topi 
195.000  •  Vnp  lat  apoa-i*c-iaa.  Mi  T>  I  lam.  *V  aaNL 
+  tJnt  WMeoVrtrxa  lee*.  »hk*«  «  IfM  be  •'^ra'fl 

But  if  A»r>j  tt-'whes  («  *f-kj  «  imhKi'i  ferjrat 
fifivi  ate  at!  ah-H.  P»ic  chair  »  •"■  ***  kn'tiv^ 
tat*  «a»it  are  II.AOO  a  ^*y,  a  aVM>-aJ  -poke-weM*  «><. 
bot  o'Vr  vec^EitiuHlhM  i  VW  the  cotia^ffoitotikc 
kM  la**  (e't.  repe.-if-ay  iKriap'  ar»4  pt'ief  t'*rt*>  ttrM 
■Ki'aae  >V  ioi*l  bi"  t*  hn«?cn  t'.'-OO  >rrf  HS.XW  a 
•jt  (The  xiil  cat  )o  ihe  hoip-ul  ta  tew.  beta*  <  «oe« 
■arfSBal  *»t  thr  fharayi  t^fMevnla  fiar-rJ  cnala.  «a>rh  a>«  lax-ll 
WBIMlalrd 

MH  :a<d  V  li  *»«  ***'«  the  L'keietfa  •*•.  h  r»>f-*»t 
t9Iiadaf  a-^ot'er  <or>tt»tr  Irora  *.f  <a»n»|  Ifn  '•*•*,* 
etiabdahH  hi  fhe+r  hnenH^wti  aM  at  the  hn-^tal.  the  Phi 


C«  ■**  -a  l-*»a  *n«rta  W  A^y  I  a*  ^vt  a*V«m  pt  a«a  *  -a-pefca   I>*ra4  «e«  n.*iW*aeo  **■*•*« 
•nTJ  «   *^  *al   .-a  a^ina  w  a»  e-t»eo«  hart  tia**  €•****«  ae  PMaoXpaa.  Oaa>i  Ha*^aia*. 


a*'t*ia  O  Mi*«'f  ipoke«o*m-o  vM.  Oilmen'*  l^p+ttl 
•  •Irkk  'ip'he  repair  r»|r<'  aKe  *4Vd 

A  Wf' ty  pubftt;-f«*  -aae  ot  tepvat -.«  c-nyokv-i  i*-w 
■n*o4e4  Benbr.in  iV  r*-»l  k  P<n6>t.  »Ho  <*ere  Vva  bi 
Ulcr.  i>'fwr.(r-y-'H  »t  the  heai1.  More  1*111  |l  n* 
fcri  am  ipm'  onlhat  rase  a  Ce-man  .■<"»«'■**  paid  ruatb 
«(  ih-  ee*t  h  eichaeae  Inr  piea-  hfbt'.  The  ce-nplea  agr* 
|-ry  »H  eetfo*n*e4  h  1W7  at  H*»i  ItopkiM  CWWie *t  a 
C*aier  (*t  B->    -  ••• 

Both  ch  (drep  uxnrt'i  aM  rrtta*>«4  Wj-m  bui  wTe-i'*' 
aJfn«r<a-4  fwar-iioiScal  fcrpairi -enl.  In  as  '«let»1e»  I*  • 
•I07  H  Tie  Va»h  air,*,  r«^  eai'er  'hi*  vear.  Theeata 
iVoei  ueJ  V  r  ape.  ■Jmiawi  »■  the  are  H  3  «o*'*l  H'*!  <>«*> 
baf4e  hkr  ■  ba)>y  Patrick  ta  -jribke  la  *io.-y  aery  facial 
tip  r- jot  M-4"tlc«r«rt'-aU'el«Mkef  ihH  neither  Iwta 
•>  I  V  able  te  |-   »o  ar  hool.  the  ' *'4- 

Maik  Fopt  a,  c'ief  eiet-'Mte-Vi-.e'  of  I>  Ve  Una*rrary 
H«pii4.  «aa  'he  pHiairk  e-rer'  at  J-Ant  IIt*1"  •*» 
V-lpH  aitanaje  the  vat «T  ■*«  ,H*  B  nd-ri 

CencMal-wfl  coal  a-e  rha-  rnf  •»  »ar-i*»  'kat  I  »*»uhl 
be  |a»A  mere  we  ithe  abnari  that  b-ie  nnw  thw  t  »u 
then.'  P'-y*ri  Vai.  rktlkiiil->  laer  pn  ttm  ftrcif  •*■  n>nrJ 
■  K-  n  thyy  'te  eake  I  ta  Uy  tr  «**  th»  He  -4  a  ch  Id  »hea> 
Ike  i**i  H  socceaa  a  r  anal  a-rf  the  er>«li  fieajt.  be  a  at 
'Aae  they  levennbk?  ror  their  palieaHa.  or  to  aotletyr  be 

pabeal 


Ik  Ih'  view  cf  Cephv.  the  UnKeratty  of  blkaivaota  bkv 
rthfc  iat.  ihereir  fces  the  real  aW-et  el  the  beallh-e»re  ayi- 
Uwr.  There  are  aavoe aiei  lo»  the  patieH.  b«tt  «o  ad»oeatea 
hf  loclel). 

T  ti- ink  a  a)  atrm  that  bat  m  body  to  uy  W  to  l  maTlaoav 
ba-^reikot  Maneap*'ik*i»e«ialt*ea,ji»e-nl  wltk  ■  mmVm  dol- 
lar coat  tavt  m  -ch  ol  I  •ytie""/  »^  *aM 

Ztrto*.  »-K<>  rt'tr.'h  retnrne<l  IroeB  a  fneetbif  ^  E-ir»- 
aean  S>-ihi-tat«.  uU  the-  had  fe*er?l|  »r etd  tka*  Ike 
•ce-ra'ra.  lot  the  Lakeber|  t-aita  e.«aki  not  ka«c  r«er  per- 
forfnr4b>  their  rounlikt— and  thai  parent*  i"jH«m  k»\p 
erpeded  at. 

•Tip*  anal  a|i|n  thry  aais.  We  vnatd  not  aTo*  the  «e»- 
•eraie  nee-H  ■*■  a  few  t"  dnlort  the  paoviaioti  of  baaac  rr- 
t-uirf  for  ti.'  "C  apt*  repot  ted. 

TV  evalbn  ta  not  *tanp»e,  Capaaai  >ptti  1  rent  tay 
tb-l  i  r>t  dadr  I  n«  (hit  operatnai,  tb-a  the  (4  pcrtea*  rate 
of  TwrbwT'***  ka  Weat  PMa4elpMa  wooM  be  hrtlet.*  he 
taM. 

E-.ru  V  tte  VS.  ayat-na  presently  bxka  a  frrnwrak  for 
mikifvt  aveb  deckaria.  he  wi,  emt-c**lir>f  h-ahb  caet 
refrjrmi  Ptti  teduct  noarnab-  ab-fty  lo  p'onde  kjfh<<e* 
letvi-ea  free.  Acadeaaac  mecncal  ce«irrt  aren't  tonf  *• 
hint  Ihe  fame  icaoa-rteC  he  aaht  They  are  rWt,  la  be 

he«r*«arka>weacT0WllMel^theia*or»e7  ■ 
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nust  when  we  thought  we  were  safe  to 
run  our  own  lives  comes  a  spate  of 
news  articles  and  commentaries  blam- 
ing divorce  for  society's  woes. 

According  to  these  news  reports,  researchers 
have  discovered  that  children  of  single-parent 
families  arc  poorer  and  have  more  behavioral 
problems  than  children  in  two-parent  families. 
Barbara  Dafoc  Whitehead  of  the  Institute 
for  American  Values  maintains  that  children 
who  grow  up  in  single-parent  or  step-parent 
families  are  less  successful  as  adults. 

Such  findings  commonly  are  reported  in 
conjunction  with  comments  by  pundits  and 
professors  questioning  the  right  of  parents 
to  divorce.  The  suggestion  is  made  that  no- 
fault  divorce  should  be  abolished  for  couples 
with  children  or  that  divorce  laws  should  be 
toughened  for  parents.  . 

While  it  would  be  great  for  every  child  to 
have  two  loving  parents,  it's  not  realistic  to 
blame  no-fault  divorce  for  family  breakups. 
Most  states  adopted  no-fault  divorce  to  take 
acrimony,  pain,  legal  shenanigans  and  finan- 
cial hardship  out  of  marriage  dissolutions. 
By  the  time  a  couple  reaches  divorce  court, 
it's  usually  too  late  to  patch  up  an  unhappy 
and  unhealthy  marriage. 

And  the  numbers  of  adults  and  teens  in 
self-help  groups  for  children  of  alcoholic  or 
abusive  parents  shows  that  living  in  a  dys- 
functional, if  intact,  family  can  leave  scars. 

Perhaps  what  we  need  are  fewer  profes- 


sional busybodies  telling  us  what's  bad  for 
us  and  more  attention  paid  to  how  to  make 
male-female  and  family  relationships  work. 
Divorced  and  single  parents  don't  need  an- 
other guilt  trip  or  more  hurdles  to  jump  in 
their  already  difficult  lives. 

What's  disturbing  about  this  recycled 
family  values'  debate  is  our  nation  has  done 
so  little  to  promote  families.  Only  recently, 
for  example,  did  we  affirm  the  policy  of  al- 
lowing parents  to  take  time  off  work  to  care 
for  newborn  or  sick 
children.  Our  social 
policies  in  most  areas 
involving  children  are 
far  behind  those  in 
other  western  indus- 
trial nations. 

And  at  the  state  level,  only  recently  has 
there  been  a  move  to  reform  welfare  laws  so 
they  don't  penalize  intact  families. 

In  an  article  in  this  magazine  in  January 
1992,  Whitehead  wrote  about  how  unfriendly 
our  culture  is  to  families  and  about  the  need 
to  transform  public  policy  to  help  parents 
raise  the  next  generation.  That  sort  of  com- 
prehensive approach  is  what  is  needed  rather 
than  quick  fix,  busybody,  punitive  policies. 


Family  values 
part  II 


Elaine  S.  Knapp 

Managing  Editor 


Letter  to  the  Editor 

I  agree  with  Mr.  Rosenthal,  ethics  is  high  on  the  public's  agenda.  However,  unless  I 
misunderstood  the  definition  of  "Executive  Branch'"  of  state  government,  Mr.  Rosenthal 
is  uninformed.  Me  states,  "I  know  of  no  stales  where  ethics  training  is  offered  in  the  execu- 
tive branch."  Please  inform  him  that  several  states  provide  ethics  training  for  executives 
and  managers. 

Oklahoma  has  offered  a  two-day  ethics  course  for  more  than  five  years.  Hundreds  of  state 
agency  cxccutixcs,  managers  and  supervisors  have  attended.  The  course  is  a  requirement 
in  our  Certified  Public  Manager  program.  We  have  also  offered  variations  on  the  two-day 
ethics  course  in  our  week-long  Executive  Development  courses.  In  addition,  I  have  made 
presentations  on  our  ethics  course  to  the  International  City  Managers  Association  national 
conference  and  the  American  Association  of  Public  Administration  national  conference. 

Most  states  involved  in  the  Certified  Public  Manager  Consortium  have  some  form  of 
ethics  training.  This  includes  Alabama,  Arizona,  Florida,  Georgia,  Kentucky,  Kansas, 
Mississippi,  North  Carolina,  New  Jersey,  Utah,  plus  others.  Ethics  is  a  serious  training 
issue  in  many  states. 

Please  let  Mr.  Rosenthal  know  that  the  National  Association  of  Government  Training 
and  Development  Directors,  an  association  affiliated  with  The  Council  of  State  Govern- 
ments, has  a  directory  of  training  services  available  in  most  states. 

Larry  Fisher,  Assistant  Administrator 
Human  Resource  Development,  Oklahoma  Office  of  PtrsonnA  Management 
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Rapid  advances  in 
genetics  are  affecting 
state  insurance,  health 
and  criminal  justice 
policies. 

by  R.  Steven  Brown 


quiet  revolution  in  medicine 
is  taking  place.  New  research 
on  human  genetics  is  result- 
ing in  an  unprecedented  increase 
in  knowledge  about  the  causes  of 
disease. 

During  the  past  year  or  so  re- 
searchers have  found  a  genetic  com- 
ponent for  breast  cancer,  colon  can- 
cer, diabetes  and  some  heart  diseases, 
to  name  a  few.  The  list  is  expected  to 
grow  rapidly  over  the  next  few  years, 
and  scarcely  a  month  goes  by  with- 
out the  discovery  of  another  disease- 
causing  gene,  the  most  recent  being 
the  gene  for  Lou  Gehrig's  disease, 
found  in  March  1993.  Usually  the 
discovery  of  a  disease-linked  gene  is 
accompanied  with  statements  alxiut 
increased  possibilities  for  treatment. 
Millions  will  be  directly  affected 
by  these  advances.  The  new  insights 
are  "already  radically  transforming 
every  clinical  discipline  and  patients' 
decisions,"  said  Dr.  Paul  Billings,  a 
geneticist  who  helped  draft  a  Cali- 
fornia bill  calling  for  limits  on  use 
of  genetic  data  by  insurers. 

The  use  of  new  genetic  knowledge 
to  treat  disease,  called  "gene  therapy," 
is  anticipated  to  become  as  important 
as  immunizations  and  antibiotics. 
Gene  therapies  involve  altering  or 
replacing  a  gene  in  human  cells  to 
correct  a  genetic  problem.  At  least 
10  gene  therapy  trials  arc  under  way, 
looking  at  treatments  or  cures  for 
diseases  such  as  AIDS,  cancers,  heart 


R.  Steven  Brown  is  the  director  of  the 
Centers  for  Health  and  Environment 
at  The  Council  of  State  Governments. 
He  recently  completed  a  book  entitled 
Advances  in  Genetic  Information:  A 
Guide  for  State  Policy  Makers. 
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disease  and  <  yslic  fibrosis.  Him  inn 
reulital  i  ntnpnnics  arc  positioning 
themselves  to  produt  c  gene  ihetapy 
products.  Ocnc  therapies  promise 
relief  for  .1  wide  range  nrdisordcts, 
ninny  of  which  now  have  no  trcat- 
mcnl  or  cure. 

So  it  may  not  rome  as  a  surprise 
tlinl  such  piotnising  advances  raise 
polity  challenges  for  state  govern- 
ments Anil  not  just  in  llie  area  of 
health,  but  also  Tor  employment  pull- 
ey, insurance  rules  and  jnslii  r  issues. 

I  low  will  advances  in  genclic  in- 
fill mation  affect  the  stales'  Why  ate 
gcnetii  discoveries  not  just  a  wonder- 
ful ninlii  al  advance  to  lie  discussed 
by  doctors  and  their  patients'  I  he 
answer  lies  in  the  way*  the  new  infor- 
mation can  l>e  used 

Knowledge  about  the  location  of 
disease-causing  genes  leads  In  the 
possibility  of  dcvcl"ping  n  lest  fur 
the  genes.  I  he  possibility  oftesting 
people  for  these  genes,  mid  then  us- 
ing the  infoi  in.'ittoii  to  take  preven- 
tive action,  has  not  gone  unnoticed. 
Women  with  a  hi  east  cancer  gene, 
for  example,  might  lie  encouraged  lo 
have  more  frequent  mainmoginms, 
while  those  without  the  gene  might 
need  inammogiams  less  often.  I  his 
could  lead  to  a  healthier  population 
at  less  cost. 

'there  arc  problems,  however, 
that  might  rome  with  new  knowl- 
edge about  individual  health  tisks. 
The  information  may  be  used  for 
purposes  that  do  not  benefit  the 
individual. 


o 


ne  problem  is  with  insurance 
coverage.  Health  insurer* llial  pio- 
vitle  indiv  idual  health  polii  ii  s  must 
establish  the  applicant's  risk  before 
granting  coverage.  Hecause  genetic 
risk  data  is  in  a  prison's  medir  at  file, 
which  must  In-  released  In  the  insur- 
er, thr  data  might  be  used  to  deny 
coverage  An  increased  knowledge  of 
individual  risk  may  lause  a  btcak- 
dnwn  of  the  iusiitaut  e  system,  where 
people  who  need  insurance  ran'l  get 
it.  ami  people  with  few  risks  and  less 
need  can  gel  it  F.ven  group  insur- 
ance policies  may  be  alTeclcd,   if 


genetic  dala  is  used  to  establish  a 
"pic-existing condition,"  excluding 
the  applicant  from  benrfils.  Several 
rases  of  "unfair  genetic  discrimina- 
tion" by  a  few  insurers  aheady  have 
been  documented.  Many  people  !>c- 
lieve  it  is  linfah  for  a  person  to  lose 


been  forwarded  to  Clinton's  health 
task  force. 


B; 


insurance  based  on  the  results  of 
genetic  testing  for  common  disord- 
ers, when  thr  lest  was  taken  for  the 
purpose  of  helping  promote  health. 
Several  slates  have  attempted  to 
head  off  this  problem.  Wisconsin 
passed  a  1992  bill  prohibiting  the 
use  of  genetic  information  in  deter- 
mining eligibility  for  insurance  and 
continued  heatings  on  the  subject 
this  year.  Florida  passed  a  bill  that 
renjnitcs  insurers  using  "DNA  tests" 
to  notify  anyone  who  is  dcnictl  insur- 
ance coverage  because  of  the  tests. 
I  he  federal  government  also  has  rec- 
ognised the  potential  for  problems, 
Treating  a  task  force  on  insurance 
and  genetics  al  llie  National  Insti- 
tutes of  I  lealih.  In  recommendations 
are  due  this  month  and  have  already 


'  ecausc  insurance  benefits  are  a 
major  cost  to  employers,  use  of  ge- 
netic information  about  employees 
and  fob  applicants  is  a  real  concern. 
The  US  Office  of  Technology  As- 
sessment found  only  3  in  245  survey- 
ed companies  used  genetic  tests  to 
screen  workers  in  1987,  but  a  larg- 
er OTA  survey  In  1991  found  that 
one  in  20  companies  was  conduct- 
ing genetic  monitoring  or  screen- 
ing Slate  and  federal  law  is  unclear 
alxiul  whether  workers  are  protected 
against  genetic  screening  and  moni- 
toring, and  what  rights  they  have  if 
denied  employment  because  of  a  ge- 
netic, disorder.  The  situation  could 
become  mote  confiiscd  if  a  potential 
employee  has  dependents  with  a 
genetic  disorder. 

The  federal  Americans  with  Dis- 
abilities Act,  for  example,  protects 
some  people  with  genetic  disorders, 
bul  not  others.  Most  state  laws  are 
similarly  unclear.  California's  He- 
tcdilary  Disorders  Act  of  1990  pro- 
hibits "stigmatization"  and  "dis- 
crimination" against  "carriers  of 
mast  deleterious  genes,"  but  it  is  un- 
clear what  constitutes  a  "deleterious 
gene."  Oilier  slates,  including  Flori- 
da, Illinois,  Louisiana,  New  Jersey, 
New  York  and  North  Carolina,  pro- 
tect only  certain  genetic  disorders, 
such  as  sickle-cell  anemia. 


iVnothcr  area  affected  by  advances 
in  genetic  information  is  criminal 
justice.  The  acceptability  of  "DNA 
fingerprinting"  has  expanded  rapid- 
ly in  recent  years,  despite  concerns 
about  the  tests'  reliability.  In  DNA 
fingerprinting  a  minuscule  amount 
of  a  suspect's  tissues  —  including 
hair  follicles,  semen  or  blood  —  can 
be  tcslctl  to  reveal  llie  person's  genes. 
Since  only  identical  twins  have  iden- 
tical genes,  it  is  possible  to  link  a  sus- 
pect lo  a  crime  by  using  DNA  finger- 
printing 

A  DNA  test  also  can  exonerate  a 
person  who  has  been  accused  or  con- 
victed of  a  crime.  DNA  testing  re- 
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ccnlly  cleared  a  man  convicted  of 
rape  in  New  York. 

While  I  he  sc  icne  c  of  UNA  finger- 
printing is  established,  there  are 
concerns  about  errors  inherent  In 
laboratory  letting  of  forensic  sam- 
ples. In  medical  settings,  DNA  test- 
ing is  performed  under  controlled 
settings,  and  duplicate  samples  are 
easily  obtained  and  preserved.  In  a 
forensic  selling,  only  a  limited  sam- 
ple may  he  mailable,  and  it  may 
have  heen  altered  by  environmental 
conditions.  In  addition,  questions 
have  been  raised  about  techniques 
and  controls  used  by  some  private 
laboratories  So  it  may  come  as  no 
surpi  isc  that  stairs  are  mixed  on  the 
use  of  DNA  lingo  printing  in  crimi- 
nal cases.  At  least  six  stales  have 
passed  legislation  to  authorize  the 
admissibility  of  the  data;  the  courts 
of  three  other  states  and  territories 
have  ruled  the  data  inadmissible.  A 
national  panel  called  for  more  profi- 
ciency testing,  accreditation  and  In- 
dependent oversight  of  laboratories 
conducting  forensic  testing. 

Ij  talc  public  health  agencies  have 
been  slow  to  recognize  what  genetic 
advances  mean  fin  Mate  public  health 
policy,  'traditionally,  genetics  issues 
have  been  confined  to  newborns.  All 
slates  requite  newborns  to  be  check- 
ed for  certain  inherited  disorders, 
which,  if  untreated,  will  cause  seri- 
ous harm.  But  iccent  advances  in 
genetic  information  arc  applicable 
to c (ironic  diseases  of  public  health 
importance,  not  jusl  the  relatively 
obscure  genetic  disorders  of  a  few. 
1  he  role  genetics  plays  in  common 
adult  diseases  like  c  anccr  and  heart 
disease  —  the  "diseases  that  vote" 
—  has  lately  been  incoipoiaicd  into 
the  planning  of  slate  health  agencies 
in  other  than  clilsmy  ways 

Similaily,  slaie  universities  air  fail- 
ing lo  piodiK  e  health  piofcssiouals 
capable  nf  explaining  the  meaning  of 
genetic  tests  to  patients.  Genetic  s  is 
seldom  emphasized  in  medical  s<  hool 
curricula  —  as  of  I1R5,  20  percent  of 
U.S.  medical  sc bonis  had  no  genetic 
courses.  "I  here  are  only  about  1,000 


Jy\ 

3>C 

NN 

S 

t(a 

\\ 

?K 

X1 

c 

<<3 

^ 

-XT 

Tr% 

"G^C 


UK 


C  <G 


[a)t/ 

kycZG 

X 

L   a^t 

\\ 

^s*.                   ^ 

w     G 

>J°_ 

fenetie  counselors  in  the  United 
tales,  and  only  15  principal  pro- 
grams offering  graduate  degrees  in 
genetic  counseling.  These  programs 
graduate  only  about  75  students  per 


year. 
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renetic  information  is  sensitive 
information  for  several  reasons. 
There  is  a  sense  that,  because,  a  gene 
is  part  of  the  "blueprint  of  life,"  it 
somehow  defines  a  person.  Likewise, 
genes  link  us  to  our  kin,  so  what  a 
gene  says  about  one  person  may  be 
implied  for  a  close  relative.  Gene* 
are  passed  on  to  children,  so  there 
are  reproductive  implications.  There 
are  otber  implications  as  well  —  the 
Nazis  believed  that  crime  was  a  di- 
sease, genetically  determined  and  ra- 
cially specific  Ibese  arc  some  of  the 
reasons  that  cthicists  believe  privacy 
protection  should  be  a  priority.  Pri- 
vacy concerns,  ns  well  as  concerns 
about  forensic  DNA  testing,  are  be- 
ing reviewed  by  a  national  Institute 
of  Medicine  panel,  which  will  report 
later  this  year. 

Much  of  the  new  information  on 
genetics  is  occurring  because  of  inter- 
national support  for  research.  Con- 
gress has  authorized  about  1200  mil- 
lion annually  lo  the  Human  Genome 
Project  (a  "genome"  is  all  the  infor- 
mation stored  on  a  species'  genes). 
Hie  research  is  being  conducted  na- 
tionwide, primarily  at  universities. 
One  reason  this  research  is  possible 
is  because  or  development  of  auto- 
mated techniques  that  allow  the 
painstaking  repetitive  work  needed  to 
determine  the  content  and  order  of 
genes.  The  Human  Genome  Project 
is  cx|>cctcd  lo  last  about  15  years, 
but  it  may  be  much  longer  before  its 
ramifications  are  known. 

The  stales  have  substantial  au- 
thority over  areas  affected  by  genetic 
advances  —  health,  insurance,  em- 
ployment and  criminal  justice,  lb 
date,  states  have  addressed  each  is- 
sue separately,  if  at  all.  States  need 
to  consider  the  policy  implications 
of  this  rapidly  advancing  technolo- 
gy before  the  problems  it  creates 
outweigh  the  benefits.  D 
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Ethics  and  Agricultural  Biotechnology 


by  Paul  B   Thompson 
Texas  AAM  University 

The  word  ethics  Is  often  used  Interchangeably  with  the  word 
mnntfffy  lo  Indicate  goals,  norms,  and  values  that  arc  taken  lo 
guide  human  ac  lion  In  the  past  decade,  sever nl  universities  have 
developed  research  and  leaching  programs  in  agricultural  eth- 
ics. These  programs  stress  the  criticism,  nnalysls.  and  Justifica- 
tion of  norms  us  they  are  applied  lo  food  and  flher  production. 
distribution,  and  consumption  Two  methodological  approach- 
es are  common  In  agricultural  ethics  Annhlir  ag'itiiltniol  rth- 
ks  describes  the  concepts,  arguments,  anil  norms  built  Into  our 
understanding  of  agriculture.  Stih.iliintivr  ngtit  iillnrttl  elhii  1  Is  ■ 
prescriptive,  recommending  specific  action  plans,  practices,  and 
policies  for  persons  and  organisations  involved  in  agricultural 
Issues.  The  aim  of  substantive  ethics  Is  to  present  arguments 
for  or  against  a  proposed  emirse  of  action  that  apply  those  con- 
cepts, rules,  anil  standards  with  clarity,  rigor,  and  logical  co- 
herence. Analysis  of  ethical  Issues  strives  for  objectivity. 
Substantive  researchers  assume  that  the  give  and  tale  of  debate 
will  produce  a  clearer  nnd  more  coherent  understanding  of  eth- 
ical issues.  The  program  at  Texas  AAM  emphasizes  analytic 
■  methods. 

Biotechnology  has  been  at  the  cutting  cdr.c  of  agricultural 
science  and  technology  for  a  decode.  In  light  of  Its  revolution- 
ary methodologies  and  Its  potential  for  Impact  upon  production, 
It  Is  not  surprising  that  agricultural  biotechnology  has  been  hotly 
debated  The  debate  has  often  been  conducted  as  If  facts  are  In 
dispute,  but  while  there  are  disputed  facts,  resolution  of  factual 
questions  seldom  If  ever  Is  successful  In  resolving  debates.  In 
fact,  debates  over  agricultural  biotechnology  are  driven  by  con- 
flicting Interests  and  values. 

Debates  over  agricultural  biotechnology  Involve  ethics  In 
many  ways.  Three  areas  of  debate  have  been  particularly  Influ- 
ence by  ethics  One  Is  patents  and  ownership  of  genetic  materi- 
als. A  second  Is  responsibility  for  unwanted  and  unintended 
consequences.  A  third  is  questions  raised  by  the  religious  im- 
plications of  genetic  manipulation.  Each  of  these  areas  of  de- 
bated are  summarized  below. 


Patent* 

Talents  and  ownership  of  genetic  materials  have  been  debated 
In  connection  with  Congressional  hearings  for  the  Animal  Patent 
Act  In  1986  and  for  several  other  pieces  of  legislation  that  have 
been  contemplated  more  recently.  What  sorts  of  things  should 
be  understood  as  properly,  and  who  has  a  legitimate  claim  to 
own  them?  Since  human  slavery  Is  thought  lo  be  unethical,  some 
have  argued  dint  allowing  ownership  of  human  genetic  materi- 
als Is  also  unethical.  Also,  patent  law  forbids  ownership  of  "nat- 
ural laws."  or  the  scientific  principles  that  underlie  natural 
processes  Some  argue  that  genetic  Information  Is  an  example 
of  "naluie's  bounty."  which  our  properly  ethics  hold  should  be 
free  and  available  to  all.  One  can,  however,  own  processes  and 
procedures  Tor  producing  manufactured  goods,  and  some  have 
aigucd  that  biotechnology  Includes  techniques  and  products 
quite  similar  to  those  currently  protected  by  food  processing 
patents  and  by  the  Plant  Variety  Protection  Act. 

Unintended  Consequences 

1  he  unintended  consequences  have  stimulated  the  most  ac- 
rimonious debate  over  biotechnology.  Beginning  In  the  early 
1980s.  Jeremy  Riflcln's  foundation  for  Economic  Trends  has 
Initiated  law  suits  and  other  actions  designed  lo  ensure  that  those 
undertaking  research  and  development  of  agricultural  biotech- 
nology assume  responsibility  for  all  social  and  environmental 
consequences  The  first  round  of  debate  focused  on  Ice-nucle- 
ating bncterla  that  could  provide  crop  protection  against  freez- 
ing temperatures  as  low  as  30"  F  (-IX).  Rlfkln  delayed 
experiments  with  these  bacteria  by  raising  questions  about 
whether  scientists  had  undertaken  adequate  review  of  potential 
environmental  consequences. 

The  second  round  of  debate  has  focused  on  recombinant 
bovine  somatotropin  (BST),  a  genetically  engineered  version 
of  the  hormone  that  can  be  used  lo  stimulate  milk  production  in 
dairy  cows  (See  Science  of  Food  and  Agriculture,  January  1 989). 
The  unintended  consequences  that  raised  concern  with  BST 
stressed  social  Impact  upon  the  structure  of  the  U.S.  dairy  In- 
dustry. Some  analysis  predicted  that  the  technology  would  ac- 
celerate a  shift  from  small  to  large  dairies,  and  from  the  Northeast 
lo  the  South  and  Southwest  as  principal  production  regions. 
Concern  over  the  Impact  on  the  health  of  dairy  cows  has  been 
raised,  largely  associated  with  mastitis  problems  associated  with 
the  Increased  volume  of  milk  production.  Plnally.  consumer 
groups  have  continued  In  express  reluctance  to  accept  milk  pro- 
duced using  recombinant  BST.  despite  firm  scientific  evidence 
documenting  safety  and  quality. 

Each  of  these  questions  can  be  framed  in  factual  terms:  what 
arc  the  effects,  Intended  or  not,  of  biotechnology?  Public  de- 
bate Is  often  conducted  In  these  factual  terms,  with  opponents 
Issuing  their  own  scientific  studies  to  back  up  their  own  predic- 
tions, while  raising  questions  about  others'.  The  debates  con- 
tinue, however,  because  Americans  have  not  come  lo  terms  with 
the  general  problem  of  responsibility  for  unwanted  Impacts  of 
technology.  One  approach  for  analyzing  Ihe  ethics  of  technical 
change  Is  to  aim  at  some  optimal  trade-off  between  social  ben- 
efit and  social  cost.  Here,  unwanted  Impacts  In  the  form  of  en- 
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vlrnnmcnl.il  Impact,  social  dislocation,  nnil  ecnnnmlc  or  psy- 
chological stress  would  be  balanced  ag  ainst  benefits  o-soclaicd 
with  Increased  productivity  and  lower  consumer  cosl  for  ngrl- 
cutttiral  prixlucts  This  approach  I*  difficult  to  Implement  be- 
cause  market*  do  not  prov  idc  noncontroverslal  measures  of  cost 
and  benent  for  many  of  these  unwanted  consequences,  further- 
more, the  probability  of  an  unwanted  impact  from  biotechnol- 
ogy may  be  very  low.  but  when  health  and  environmental  risks 
cannot  be  eliminated  entirely,  there  is  I  frequent  tendency  for 
low  probability  risks  to  assume  a  high  degree  of  Importance  In 
public  debates. 

In  part  because  of  these  measurement  pinbtcms.  many  have 
at  cued  that  an  ethical  resolution  of  the  unw  anted  consequences 
problem  should  abandon  the  ollcmpt  In  optimise  trade  offs  and 
should  Instead  concentrate  on  fait  procedures  for  assuring  that 
all  affected  have  a  say  In  decisions  to  research,  develop,  and 
apply  technologies  that  change  their  lives.  At  present,  farmers 
control  the  decision  to  adopt,  and  consumers  conlrol  the  deci- 
sion to  purchase,  but  choices  arc  constrained  by  market  struc- 
tures ami  competitive  pressures  that  arise  from  new  technology. 
The  decisions  to  develop  and  market  these  new  technologies 
ate  made  by  businessmen  and  by  research  administrators.  Al- 
though the  decisionmakers  have  Indirect  public  Input,  there  Is 
typically  no  formal  mechanism  to  Inform  affected  parties  or  to 
seek  their  consent  to  programs  of  technological  development 
that  will  affect  them.  The  Issue  of  consent  seems  to  be  espe- 
cially relevant  for  food  products  developed  using  biotechnolo- 
gies Consumers  may  be  quite  willing  to  accept  these  products 
If  they  are  offered  under  conditions  of  Informed  consent,  but 
may  reject  them  If  ihey  feel  that  their  ability  to  control  their 
own  food  choices  Is  In  Jeopardy. 

The  difference  between  these  two  ways  of  understanding 
responsibility  Is  particularly  evident  for  risk  Issues.  Those  ad- 
vocating optimal  trade-offs  tend  to  assume  that  an  Impact's  sig- 
nificance decreases  with  the  likelihood  of  its  occurrence.  They 
often  regard  public  attitudes  to  risk  from  agricultural  biotech- 
nology as  irrational  in  light  of  the  low  probability  associated 
with  unwanted  human  health  or  environmental  consequences, 
particularly  when  compared  to  risks  associated  with  natural 
causes  such  as  Salmonella  spp.  Those  advocating  fair  proce- 
dures, however,  place  special  emphasis  upon  Impacts  that  are 


the  result  of  human  actions.  They  do  not.  Tor  example,  expect  ■ 
naturally  occurring  microorganism  lo  ask  them  whether  they 
are  willing  lo  he  exposed  to  risks  of  harm  arising  from  It,  even 
when  the  probabilities  are  high.  They  do,  however,  expect  hu- 
man beings  who  Introduce  a  new  organism  lo  Inform  them  of 
risks,  and  to  do  so  under  conditions  that  allow  them  a  choice. 

Religious  Concerns 

Conflicts  over  property  rights  and  unwanted  consequences 
are  politically  contentious  because  of  the  Interests  that  are  af- 
fected. They  become  even  more  complex  when  religious  con- 
cerns are  Introduced  Into  the  mix.  Biotechnology  Is  religiously 
significant  because  for  some  people,  at  least,  the  ability  to  move 
genelic  material  from  one  animal  species  to  another  raises  ques- 
tions about  the  ethical  significattce  of  species  boundaries.  These 
questions  are  of  two  sorts,  first,  the  creation  of  genetically 
modified  animals  and  the  recognition  that  human  and  animal 
genomes  ore  very  similar  have  rekindled  debates  over  evolu- 
tionary theory.  Theologies  that  propose  a  difference  In  kind  be- 
tween human  and  nonhnman  animals  ate  challenged  by  the  new 
molecular  biology.  Second,  some  religious  views  interpret  the 
existing  distribution  of  species  as  Cod's  handiwork,  and  Inter- 
pret genetic  modification  of  animals  as  a  violation  of  absolute 
constraints  on  human  action. 

Religiously  bnsed  concerns  often  enter  debates  Indirectly,  be- 
ing expressed  along  with  secular  ethical  concerns  about  prop- 
erty rights  or  unwanted  consequences.  The  U.S.  tradition  of 
separating  church  and  state  may  make  religiously  based  argu- 
ments seem  less  legitimate  In  the  public  policy  context.  What- 
ever one  thinks  about  given  religious  views,  however,  It  Is 
becoming  Incteaslngly  Important  to  have  an  explicit  public  air- 
ing of  ethical  concerns.  As  a  pluralistic  society.  Americans 
should  expect  dramatic  events  to  elicit  a  variety  of  reactions.  If 
we  are  to  avoid  lengthy  and  acrimonious  controversy.  Il  Is  Im- 
portant lo  fully  state  the  values  that  Influence  our  views,  as  well 
as  the  facts.  Agricultural  researchers  and  producers  should  pay 
attention  to  these  ethical  debates,  and  should  be  sure  that  their 
voices  are  heard. 

Dr.  Thompson  is  director  of  the  Center  for  Biotechnology 
Policy  and  Ethics  at  Texas  A  AM  University  In  College  Station. 
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The  Brave  New  World 
Of  Genetic  Research 

And  the  perils  of  trying  to  bund  a  better  human 
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By  Tiihrry  Damfrvai. 

The  goal  of  biological  research  has  always  been  to  gain 
an  understanding  of  the  structure  of  living  organisms 
and  the  way  they  function.  Work  being  done  on  ge- 
netic makeup,  one  of  the  main  components  in  all  or- 
ganisms, is  now  zeroing  in  on  many  biological  mech- 
anisms. Gene  therapy  is  being  performed  on  human  beings 
for  the  flist  time,  and  a  project  that  alms  to  provide  a  com- 
plete analysis  of  the  human  genome  is  under  way  in  the 
United  Stales  and  Europe.  This  is  a  prestigious  technical 
feat,  and  its  completion  will  be  the  symbolic  culmination  of 
the  efforts  to  achieve  a  thorough  understanding  of  genetics. 

The  results  of  research  into  human  genetics  represent  a 
great  advancement  for  medicine:  Now  there  is  the  hope  that 
wc  can  monitor  the  development  of  illnesses  linked  to  ge- 
netic abnormalities  and  reduce  their  consequences.  But  this 
also  raises  a  basic  question:  How  should  this  knowledge 
be  used? 

Clinical  analyses  have  already  made  it  possible  to  link  a 
number  of  hereditary  illnesses  to  chromosomal  aberrations, 
and  genetic  analysis  makes  it  possible  to  detect  individuals 
who  have  an  abnormality  well  before  birth.  Insofar  as  it  is 
possible  to  make  this  detection  prior  to  birth,  one  solution 
could  be  abortions,  which  would  eliminate  carriers  of  the 
aberration.  Because  genetic  material  remains  unchanged  in 
practically  all  cells  of  an  organism  in  the  course  of  its  de- 
velopment, analysis  of  it  would  enable  researchers  to  study 
people  as  they  might  become.  Consequently,  medical  ex- 
penses could  be  predicted.  Even  if  the  decision  to  abort  a 
pregnancy  is  the  mothers  to  make,  is  it  acceptable  to  have 
financial  considerations  play  a  part,  even  indirectly,  in  the 
decision?  I  low  should  a  curable — but  very  expensive — ill- 
ness be  handled? 

Another  question  concerns  research  being  done  on  those 
illnesses — such  as  muscular  dystrophy  -that  can  be  de- 
lected bul  cannot  now  be  treated.  Should  expensive  research 
into  cures  for  such  illnesses  be  pursued  if  prenatal  diagnosis 
becomes  more  readily  available?  The  huge  fund-raising 
campaigns  no  longer  seem  logical  if  prenatal  diagnosis,  com- 
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bincd  with  abortion,  leads  to  the  elimination  of  the  chro- 
mosomal abnormality  within  population  groups. 

Finally,  when  serious  physical  abnormalities  dramatically 
reduce  a  person's  life  expectancy,  the  individual's  viability 
is  directly  connected  to  the  nature  of  his  lifestyle.  What  must 
therefore  be  nd<Jed  to  the  concept  of  predictive  medicine  Is 
the  Idea  that  there  Is  an  "ecological  niche"  that  suits  each 
person  This  idea,  which  was  developed  by  one  Jacques 
Ruffid,  calls  for  creating  a  setting  that  would  permit  the  full 
expression  of  each  person's  potential,  according  to  his  ge- 
netic heritage.  Technical  progress  in  genetic  research  has 
been  widely  associated  with  improving  the  conditions  of  life: 
selecting  and  improving  plants  and  animals  for  the  benefit 
of  humans:  battling  against  illnesses.  Traditionally,  progress 
has  meant  adapting  the  environment  to  man's  needs.  As- 
signing a  person  to  an  ecological  niche,  however,  means 
adapting  human  beings  to  their  environment. 

Since  the  structure  and  composition  of  an  individual's  ge- 
netic content  arc  unique,  genetic  "imprints,"  used  for  the 
first  time  in  Great  Britain  in  1987,  are  in  principle  similar 
to  fingerprints.  Genetic  data  can  be  collected  quickly  and 
can  help  to  reveal  an  individual's  trails  or  potential.  Every 
business  selects  its  staff  according  to  financial  and  commer- 
cial goals;  every  educational  system  takes  a  child's  potential 
into  consideration  in  deciding  where  to  place  the  child.  In 
both  cases,  the  selection  process  is  often  based  on  meth- 
ods— such  as  psychological  tests — that  aim  at  judging 
individuals'  capabilities.  Genetic  techniques  provide  a  rig- 
orousness  and  a  subtle  analysis  never  before  obtained. 

In  the  near  future,  commercial  use  of  genetic-identifica- 
tion tests  will  certainly  be  expanded.  The  threshold  has  al- 
ready been  crossed  with  the  establishment  of  a  paternity 
lest  that  can  be  used  by  private  individuals.  Ihe  search  for 
biological  parents  has  already  been  undertaken  using  this 
technique  in  Argentina  in  the  cases  of  children  separated 
from  their  families  (under  the  military  dictatorship]  between 
I97fi  and  I9S3.  There,  the  situation  is  such  an  extreme  case 
that  it  justifies  the  use  of  these  methods.  Would  such  appli- 
cations be  acceptable  in  democracies? 

New  possibilities  are  opening  up  for  employment  recruit- 
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ing  offices,  for  insurance  companies,  and  in  every  area  where 
an  in-depth  knowledge  of  an  individual  is  needed.  Biology 
has  certainly  not  remained  far  removed  from  these  kinds  of 
goals  in  the  past,  bul  now  genetics  makes  the  investigation 
process  more  potent  than  at  any  previous  lime. 

According  to  a  study  by  the  U.S.  Office  of  Technology 
Assessment  in  1983.  of  the  500  largest  American  chemical 
and  electronics  companies,  23  were  using  or  had  used  a 
screening  process  based  on  biochemical  analyses,  and  59 
were  considering  using  it  in  the  future.  These  companies' 
reactions  following  these  tests,  most  of  which  were  for  de- 
lecting hypersensitivity  to  irritating  chemicals,  were  instruc- 
tive. Tight  companies  simply  warned  their  hypersensitive 
employees  that  their  health  could  be  endangered,  five  trans- 
ferred the  employees  to  other  posts,  and  three  took  safety 
steps  in  the  offices  at  risk.  One  of  the  companies  stopped 
producing  a  substance  involved,  and  two  olhcis  recom- 
mended that  the  hypersensitive  workers  change  their  jobs. 
Thanks  to  molecular  genetics,  tests  such  as  these  can  now 
assess  an  extended  array  of  characteristics.  In  a  1989  article 
titled,  "Genetic  Passport,  Critical  for  Gaining  Access  to  the 
Job  Market."  Frans  Van  den  Maagdcn- 
bcrg.  a  personnel  director  in  the  Neth- 
erlands, did  not  hide  his  enthusiasm:  "I 
am  a  believer  in  splitting  society  Into 
healthy  people,  on  the  one  hand,  and 
sick  people,  on  the  other.  This  kind  of 
division  seems  inevitable.  The  terms 
'genetically  unproductive'  and  'geneti- 
cally weak  will  appear  more  often." 
Van  den  Maagdcnbcrg  foresees  using 
"genetic  passports"  in  placing  students. 
Although  he  recognizes  the  import- 
ance of  freedom  in  teaching,  he  argues, 
"It  is  very  practical  to  know  from  the 
start  where  our  chances  and  our  talents 
lie."  The  individual  could  unfortu- 
nately be  reduced  to  a  collection  of 
genes,  though  it  has  been  proved  that 
genes  arc  far  from  being  the  only  factor 
at  work  in  the  makeup  of  a  human 
being. 

Because  analyzing  genetic  material 
makes  predictions  possible,  the  devel- 
opment of  specific  biological  functions 
can  be  detected  in  advance.  Hunting- 
ton's disease  and  Alzheimer's  disease 
are  serious  hereditary  illnesses  that  de- 
velop only  in  adults  What  will  an 
employer's  or  an  insurance  company's 
altitude  be  when  it  is  faced  with  a 
healthy  30  year-old  who  it  knows  will 
come  down  with  such  an  illness  in  a 
couple  of  years? 

The  impact  of  genetic  research  Is  un- 
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deniable,  but  the  nature  of  its  uses  is  difficult  to  foresee.  If 
Van  den  Maagdcnbcrg 's  ideas  are  applied,  wc  are  headed 
toward  a  society  organized  according  to  each  person's  ge- 
netic characteristics:  an  attempt  at  eugenics  that  would  be 
difficult  to  proscribe,  since  it  is  based  on  economic  necessi- 
ties and  not  on  irrational  ideologies.  It  would  be  a  matter 
of  "democratic  eugenics";  its  horrible  necessity  would  be 
felt  as  time  went  by.  The  protection  of  individual  freedom 
can  be  insured  only  by  the  behavior  and  moral  standards 
of  everyone  involved:  the  researcher,  doctor,  and  clinician — 
and  the  user  of  the  information. 

Often,  knowledge  once  acquired  cannot  be  separated 
from  its  practical  application.  Is  it  still  possible  to  do  research 
for  the  sake  of  knowledge  alone?  Since  any  discovery  can 
easily  be  put  to  use,  the  areas  of  investigation  have  some- 
times been  surprising.  Attempts  have  been  made  to  increase 
the  stamina  of  high-level  athletes  and  to  transmit  social 
attitudes  using  genetics. 

Recommendations  for  researchers  arc  in  no  short  supply. 
Numerous  articles  propose  ethical  measures  that  would  limit 
the  scope  of  this  kind  of  research.  Genetic  research  as  a 
savior  is  presented  to  us  more  and 
more,  whether  in  the  fight  against  he- 
reditary illnesses,  toward  finding  new 
methods  for  fighting  crime,  or  for  un- 
1  dcrstanding  the  role  genetic  factors 
ji  play  in  a  person's  chance  for  success. 
The  positive  aspects  of  research  are  al- 
ways emphasized,  but  rarely  is  there 
any  discussion  of  the  complexity  of  is- 
sues it  raises. 

In  view  of  all  this,  it  is  up  to  each 
person  to  think  about  the  possible  con- 
sequences of  putting  too  much  trust  in 
scientific  research,  as  it  could  be  as 
dangerous  for  humanity  as  beneficial. 
Citizens  have  to  be  better  informed.  In 
France,  high-school  biology  classes  in- 
clude lessons  on  "the  economic,  social, 
cultural,  and  ethical  problems  raised  by 
the  accelerated  development  of  con- 
temporary biology"  and  "the  new  per- 
spectives now  available  in  medicine 
and  the  moral  problems."  A  clear  def- 
inition of  principles  is  needed,  as  well 
as  legislation  that  takes  into  account  all 
research  techniques.  The  use  of  genet- 
ics is  directly  connected  with  the 
individual's  freedom,  and  existing 
practices  have  to  be  rc-examincd.  The 
biological  revolution  taking  place  at 
the  end  of  the  20th  century  will  un- 
doubtedly have  social  consequences  as 
vast  as  the  Industrial  Revolution  of  the 
past  century.  Q 
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MICHAEL  S.  BROWN  •  FRANCIS  S.  COLLINS  •  JOSEPH  L.  OOLDSTEIN 
JAMES  D.  WATSON  •  NANCY  SABIN  WEXLER 

Roundtable: 

The  Human  Genome 

Project 


Ttie  mapping  of  the  hitman  genome. 
described  as  the  mast  ambitious 
undei  taking  in  the  history  of  biol- 
ogy, has  the  power  to  change  our 
understanding  of  life  at  Its  most 
basic  level.  Scientists  working  on 

the  Human  Genome  Pmject.  an  in-  

ternational  effort  to  locale  and 
catalogue  every  gene,  air  unlocking  the  mechanisms 
of inherited  disease.  But  the  ability  to  identify  people 
who  have  or  carry  genetic  diseases  inevitably  will 
come  before  treatments  air  discovered.  As  a  result, 
each  success  in  the  gene-mapping  project  will 
create  ::;''•'  ethical  and  social  policy  dilemmas. 

This  di.st  ussir,;':  is  abridged  and  edited  from  a 
forum  held  May  6  to  celebrate  thr  University  of  Texas 
Southwestern  Medical  Centers  50th  anniversary.  The 
partit  ipants  were: 

MiihaclS.  lirmvn,  rrgcntal pmfessor at  UT-South- 
ivestcnt.  who  won  a  Nolxl  Prize  in  1985  for  his  woilc  on 
tholestrivl  metabolism,  lliat  rr sran.lt  was  bitted  on 
studies  of  a  heirditaty  disease,  familial  hypen  holes- 
teo'lemia,  that  can  nstilt  in  heart  atla<  ks  before  age 
20.  Rnnvn.  who  served  as  mmlcrator  of  the  discussion, 
posed  questions  firtm  the  audience  (noted  in  italics). 

Francis  S.  Collins,  director  of  the  National  Cat- 


"Whatwe'tv 
witnessing  is 

evolution  in  action 

And  evolution 

often  isn  't  kind 

to  the  individual. " 

— James  D.  Watson 


ter  for  Human  Genome  Research  INCHGR)  at  the         location  on  the  "map. " 


National  Institutes  of  Health 
(NIH),  has  served  on  the  execu- 
tive council  of  the  Human 
Genome  Organization  and  par- 
ticipated In  the  cloning  of  genes 
for  cystic  fibrosis,  neurofibro- 
matosis, and  Huntington 's  dis- 
ease. He  is  currently  pursuing  a 
gene  for  familial  breast  cancer. 

Joseph  L  Goldstein  Is  cliainnan  of  molecular  ge- 
netics at  UT-Sotithwcstem  andcowinner  with  Brown  of 
the  19X5  Nobel  Prize. 

James  D.  Watson,  director  of  the  Cold  Spring  Har- 
bor Laboratory,  was  founding  director  of  NCHGR. 
Watson  was  a  eowinner  of  the  1962  Nobel  Prize  for 
discovering  the  double -helix  structure  ofDNA. 

Nancy  Sabin  Wexler,  professor  of  clinical  neu- 
ropsychology at  the  College  of  Physicians  and  Sur- 
geons of  Columbia  University  and  president  of  the 
Hereditary  Disease  Foundation,  is  chair  of  the 
NCHGR/NIH/UOE  Joint  Ethical,  ligol  and  Sot  ial  Is- 
sues Walking  Givup.  Huntington's  disease  run!  fa  her 
family,  and  she  has  devoted  her  coivcr  to  understanding 
the  genetics  of  this  neurological  disorder  through  ex- 
tensive field  work  in  Venezuela.  With  Collins,  she  was 
pan  of  a  team  that  traced  the  Huntington's  gene  to  its 


TMl.  vns 


43 


25 


Brown:  Most  legislators  know  Utile  about  ge- 
netics, and  policy  Is  lagging  behind  progress  In  sci- 
ence and  technology.  Can  we  expect  Congress  to 
make  wise  decisions  about  how  society  should  man- 
age individual  genome  data? 

Collins:  When  you  look  nl  how  decisions  gel 
made  nhoul  difficult  technical  issues  In  the  Congress, 
H's  usually  Ihc  health  aides  that  are  out  there  trying  to 
understand  the  Issue  and  then  passing  the  Informa- 
tion along  to  the  member  of  Congress  with  a  strong 
recommendation  about  how  they  should  vote.  Now, 
may  be  that's  not  the  way  It  ought  to  be  (because  t 
don't  think  too  many  health  aides  were  elected),  but  in 
fact  that  Is  the  way  things  ore.  I  do  believe  that  the 
genome  project  has  a  mandate  of  major  proportions  to 
take  on  the  challenge  of  public  education,  and  par- 
ticularly education  of  legislators,  about  genetics.  That 
will  certainly  be  a  big  emphasis  of  mine  over  the  next 
few  years. 

Brown:  Social  policies  that  are  designed  for  one 
group  may  actually  harm  another  group  of  people 
who  are  genetically  susceptible  to  whatever  manipu- 
lation occurs. 

Brown:  Are  there  any  anticipated  regulatory 
guidelines  under  which  consideration  for  availability 
of  genetic  testing,  quality  control,  and  test-related 
counseling  will  he  regulated  given  the  serious  nature 
of 'abnormal  results? 

Wexlcr:  There  isn't  anything  specifically  as  a 
policy  on  the  books.  The  FDA  Is  supposed  to  be  in 
charge  of  performing  proficiency  testing.  But  the 
FDA  is  so  overwhelmed  and  overburdened  that  it  Is 
extremely  unlikely  the  PDA  is  going  to  go  Into  all 
the  labs  and  make  sure  that  they  are  doing  It  right.  I 
think  that  one  of  the  problems  Is  that  It  is  technically 
possible  to  do  multiplex  testing,  which  looks  for  a 
number  of  genetic  abnormalities  at  the  same  lime. 
Many  people  are  concerned  that  because  this  is  tech- 
nically possible  and  economically  more  efficient,  It 
will  be  implemented  even  though  It  can  be  extremely 
deleterious  psychologically.  As  a  patient,  how  are 
you  going  to  give  informed  consent  for  each  one  of 
those  tests7  Do  you  want  to  know  if  you  arc  going 
to  die  of  Al  55  (amyotrophic  lateral  sclerosis)?  Do 
you  want  to  know  if  you  are  at  risk  for  breast  can- 
cer? Just  because  you  can  do  those  tests  together 
doesn't  mean  that  they  should  be  stacked.  A  new  in- 
formation-storage technology  called  the  Smartcard 


poses  another  problem.  In  an  experiment  in  Hous- 
ton, patient  medical  records  are  being  stored  on  wal- 
let-size cards  that  the  Individual  can  carry.  Doctor! 
and  hospitals  have  computers  that  can  read  these 
cards  and  also  update  them.  This  can  be  useful  to 
someone  who  is  injured  In  an  accident  nnd  rushed  to 
a  hospital.  But  this  card  can  contain  private  medical 
and,  soon,  genetic  Information.  It's  really  open  ac- 
cess for  almost  anybody  who  wants  to  take  that 
Smartcard  and  plug  It  into  a  computer.  A  number  of 
different  organizations — the  Institute  of  Medicine, 
the  National  Institutes  of  Health,  the  Department  of 
Energy,  Congress — are  very  concerned  about  It.  But 
one  of  their  reactions,  unfortunately.  Is  to  say,  "Boy, 
what  a  can  of  worms.  Why  don't  we  take  the  money 
away  from  the  research  until  we  get  the  ethical  prob- 
lems worked  out?"  You  know,  that  is  just  com- 
pounding the  problem.  Because  it's  when  you're  in 
this  hiatus,  when  all  you  can  do  is  diagnose  and  you 
can't  treat,  that  all  these  problems  are  going  to  be  ex* 
acerbated.  If  we  actually  had  a  treatment  and  a  cure, 
we  could  get  out  the  other  end.  But  slowing  down 
the  research  Is  not  the  answer. 

There  will  be  insurance  reform.  I  think  that  that's 
unquestionable.  When  Clinton  was  elected,  our  in- 
surance task  force  changed  complexion  overnight. 
And  suddenly,  certain  recommendations  such  as 
doing  awav  with  medical  underwriting,  that  had  got- 
ten nowhere,  were  being  agreed  with  even  by  the 
insurance  Industry.  So  I  think  that  there  will  be  ■  lot 
of  change. 

VVntson:  When  science  makes  possible  the 
cloning  of  a  gene  for  a  serious  disease,  but  can't  im- 
mediately come  up  With  a  cure,  abortion  provides  a 
means  to  remove  the  gene  from  a  family.  If  the 
prospective  parents  are  willing  to  be  tested.  This  Is 
necessarily  complicated,  because  for  example,  par- 
ents would  have  to  know  themselves  whether  they're 
going  to  get  Alzheimer's  In  order  to  make  the  decision 
that  their  children  would  not  carry  on  that  disease. 
Likewise  with  the  breast  cancer  gene.  There  will  be 
some  women  who,  knowing  they're  at  risk  for  breast 
cancer,  would  prefer  their  daughters  not  to  go  through 
that  same  struggle. 

Thinking  this  way,  however,  evokes  moral  con- 
siderations that  many  people  find  very  repugnant.  It 
smells  of  what  in  the  past  has  been  called  eugenics,  an 
active  attempt  to  improve  the  germ  plasm.  But  as 
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Nancy  Wexler  knows  very  well, 
being  horn  Into  a  family  with  one 
of  these  disease":  is  no  treat.  Ob- 
viously, we're  going  to  try  to  cure 
such  diseases  through  conventional 
pharmaceutical  approaches.  We 
will  also  try  to  devise  gene  ther- 
apy approaches.  But  as  with  many 
other  medical  problems,  I  suspect 
that  prevention  (that  Is.  using  atxw- 
tion)  will  prove  In  the  long  term 
more  cost-effective.  If  not  more 
humane,  than  most  foreseeable  cu- 
rative treatments. 

Collins:  I  think  this  Is  an  area  

where  one  gels  quickly  Into  deep 
waters,  hut  we  must  never  make 
the  mistake  of  presenting  the  genome  project  as  hav- 
ing a  particular  point  of  view  about  prevention 
through  prenatal  diagnosis.  As  n  physician  and  ge- 
netic counselor,  I  believe  the  decision  about  what  to 
do  with  prenatal  genetic  information  belongs  to  only 
one  couple  They  are  the  people  Involved  in  that  de- 
cision and  the  ones  who  will  live  with  Its  conse- 
quences. As  we  discover  more  genes,  we  wilt  In- 
creasingly put  people  Into  difficult  positions  where 
they  have  information  that  potentially  could  be  used 
prcnatally.  Increasingly,  well  be  talking  about  con- 
ditions that  arc  not  lethal  diseases  in  the  first  year  of 
life,  but  arc  compatible  with  long  and  meaningful 
survival.  Then  the  issues  will  be  brought  into  even 
sharper  relief.  What  we  must  not  do  Is  to  Impose  a 
point  of  vicsv  upon  the  public  that  the  "right"  thing  to 
do  with  such  information  is  this  or  that.  Tins  has  to  re- 
main an  individual  decision,  and  counseling  has  to 
be  done  in  n  way  that  completely  preserves  that. 

Wntson:  I  totally  agree  that  it's  got  to  be  the  In- 
dividual choice  of  the  people  involved.  Education  Is 
very  important.  Now  you  could  make  a  convincing  ar- 
gument that  all  prospective  mothers  should  be 
screened  for  the  fragile  X  condition  (one  of  the  most 
common  Inherited  forms  of  mental  retardation). 

Collins:  Voluntarily,  of  course. 

Wnlson:  Oh.  voluntarily.  What  I  mean  is,  all 
women  should  have  the  choice.  In  particular,  we  should 
work  toward  getting  the  test  not  only  available  but 
cheap.  Then,  if  you  do  not  get  yourself  screened  and  if 
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ethical  problem  of  the  guilt  feelings 
arising  for  not  using  the  informa- 
tion that  Is  available  that  would 
have  prevented  the  birth  of  a  tragi- 
cally Impaired  child. 

Brown:  We  already  do  that 
now  In  screening  for  Down  Syn- 
drome In  older  women,  so  there 
certainly  Is  a  precedent  for  doing 
that  kind  of  thing. 

Collins:  One  other  point  Is  dial 
when  you're  looking  at  Inherited 
abnormalities — be  It  cystic  fibro- 
sis earner  screening  or  screening 
mothers  who  may  pass  on  die  Frag- 
ile X  gene — If  we're  really  inter- 
ested in  preserving  peoples'  op- 
tions, we  have  to  start  rethinking  the  setting  in  which 
this  Is  being  done.  We  have  In  this  country  this  as- 
sumption that  genetic  testing  Is  done  when  you  go  for 
your  first  prenatal  visit  to  the  obstetrician.  That  does 
not  preserve  oil  the  options  that  a  couple  might  want  to 
have.  We  ought  to  try  to  protect  people's  options  and 
do  those  screens  before  the  onset  of  a  pregnancy. 

Wexler:  I  think  one  of  the  difficult  things  and 
one  of  the  challenges  for  the  counseling  Is  how  to 
really  present  a  balanced  view.  Everybody  gives  lip 
service  to  informed  consent  and  counseling,  and  ev- 
erybody supposedly  docs  it  voluntarily.  But  If  you 
ask  a  lot  of  women  how  they  found  out  about  am- 
niocentesis, particularly  women  who  don't  speak  En- 
glish, they'll  sny  that  some  doctor  said.  "Go  down 
the  hall.  Make  an  appointment."  And  that's  what 
passes  for  Informed  consent.  So  I  think  we  need  to 
be  extremely  careful.  There  are  people  with  genetic 
disabilities  who  feel  threatened  by  the  human  genome 
project,  who  believe  that  It's  saying  people  with  ge- 
netic disorders  such  as  cystic  fibrosis  or  spina  bifida 
shouldn't  exist.  And  the  fact  that  we  will  have  tests 
that  will  allow  people  to  abort  for  these  conditions 
Is  tantamount  to  saying  that  we  want  people  with 
these  conditions  out  of  our  society. 

On  the  other  hand,  there  are  many  couples  who 
want  to  avoid  having  a  child  who  suffers  from  these 
conditions.  We've  had  meetings  with  people  who  feel 
strongly  on  both  sides  of  the  issue  trying  to  thrash  out 
how  you  can  present  options  so  that  people  feel  that  If 
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they're  perfectly  free  to  do  that,  rind  If  they  want  to 
avail  themselves  of  abortion,  they're  perfectly  free  to  do 
that.  We  also  must  Icam  how  not  to  demean  or  dimin- 
ish anylnidy  who  continues  to  have  thai  condition. 

I  think  these  are  tremendous  challenges.  Since 
most  of  the  testing  is  prohahly  going  to  go  on  In  the 
doctors'  offices,  who  Is  going  to  give  this  informa- 
tion? If  you  think  about  how  much  time  a  doctor 
spends  with  a  patient,  you  have  to  ask:  Who  sits  down 
and  talks  to  you  about  this7  There  are  only  1,000 
trained  genetic  counselors — M.A.-  or  Ph.D. -level — In 
this  country.  So  who's  going  to  do  the  counseling? 

Brown:  Would  the  panel  pirate  comment  on 
NIH's  recent  decision  to  halt  funding  for  clinical  ge- 
netics training  programs.  The  practicing  physicians  in 
the  autlicnce  nerd  to  express  thrir  concern  that  the 
specialists  they  will  depend  upon  to  guide  them  in 
caring  for  patients  in  this  new  era  may  become  an 
endangered  species.  Is  that  really  Hue?  Have  you 
heard  that  the  Nlll  is  halting  funding  far  clinical  ge- 
netics training  programs? 

Wntson:  It  doesn't  surprise  me  because  I  think 
we're  all  aware  genetics  Is  very  controversial.  It  will 
always  he  so.  Genetic  differences  exist  and  we're 
going  to  have  to  learn  to  live  with  them  and  to  try  to 
improve  the  lives  of  those  who've  been  treated  very 
badly  by  mistakes  in  DNA  replication.  Hut  it  will  al- 
ways be  scary  to  think  that  you're  different  in  a  way 
that  puts  you  at  a  disadvantage.  So  many  people  want 
to  deny  the  fact  that  such  differences  exist.  Most  ex- 
treme was  the  situation  in  Stalin's  Russia,  where  con- 
ventional genetics  was  banished  under  the  edict  that 
all  human  differences  were  due  to  the  environment 
as  opposed  to  genes. 

On  the  other  hand,  you  must  realize  the  positive 
effects.  If  you  can  tell  a  woman  with  a  family  history 
of  breast  cancer  that  she's  not  al  risk,  that  is  an  enor- 
mous benefit.  It  Is  also  a  benefit  to  a  woman  who 
learns  that  she  might  be  at  risk  and  then  docs  some- 
thing about  it.  So  there's  an  inevitability  to  further  ac- 
cumulation of  genclic  know  ledge.  We  have  to  get  it. 
But  it's  going  to  be  very  complicated  dealing  with  it. 
I  suspect  we  undcicsthnatc  the  effect  genetics  Is  going 
to  have  on  medicine  and  on  human  life.  What  we're 
witnessing  is  evolution  in  action.  And  evolution  often 
Isn't  kind  to  the  individual.  That's  why  it's  so  impor- 
tant to  increase  our  programs  on  ethics.  Every  time 
genclic  knowledge  is  misused — when  people  are  tested 


without  their  knowledge  or  given  Information  they 
don't  really  want  and  cant  live  with — the  Issue  li 
going  to  appear  In  front  of  Congress. 

A  year  ago  before  Congress,  I  indicated  thai  the 
human  genome  Initiative's  ethics  program,  which 
started  out  as  3  percent  of  our  budget  and  had  grown 
to  5  percent,  should  soon  go  to  10  percent.  When  I 
said  that,  I  sensed  several  congressmen  began  to 
have  second  thoughts  about  the  desirability  of  the 
human  genome  program  because  of  the  problems  It 
would  create.  But  many  people  who  have  children 
or  family  members  with  genetic  diseases  have  awful 
problems  now.  So  It's  not  as  If  we  are  creating  a 
whole  new  set  of  problems.  They  exist.  It's  how  we 
handle  these  problems. 

Goldstein:  One  solution  might  be  that  each  foun- 
dation for  each  disease  could  develop  ethical  guide- 
lines. Each  disease  has  Its  own  set  of  unique  ethical 
problems — the  breast  cancer  problems  are  different 
from  the  hypercholesterolemia  problems  or  the  Tay- 
Sachs  problems. 

Brown:  How  would  the  recent  effort  to  sequence 
all  expressed  genes,  which  should  be  achievable  In 
two  years,  Influence  the  Human  Genome  Project? 
That  is,  many  people  have  proposed  instead  of  se- 
quencing all  the  chromosomes,  just  sequence  the  mes- 
senger RNAs  and  that  will  tell  you  all  of  the  expressed 
genes  and  then  you  don  V  have  to  sequence  all  the 
DNA  in  between  the  genes. 

Collins:  As  the  questioner  obviously  knows.  85  to 
95  percent  of  the  DNA  seems  to  be  junk.  You  cot  i 
argue  that  the  most  Interesting  part  is  the  stuff  that 
ends  up  in  RNA.  And  you  can  then  recopy  that  RNA 
back  to  DNA  and  it's  called  cDNA.  So  why  don't  we 
Just  sequence  all  of  those  cDNAs  that  we  know  are 
coding  regions  and  ignore  all  the  introns  and  junk  In  be- 
tween gcncs7  There  is  an  enormous  amount  of  useful 
Information  being  derived  right  now  by  people  who 
are  sequencing  cDNAs,  almost  all  of  which  is  going  on 
in  the  private  sector.  The  private  sector  has  figured  out 
that,  base  pair-for-base-pair,  this  Is  the  kind  of  Infor- 
mation that  may  have  the  most  usefulness  biologically. 
However,  the  private  sector  is  not  doing  this  out  of  the 
goodness  of  its  heart.  Nor  should  one  expect  that  it 
would.  The  private  sector  Is  there  to  make  money,  and 
its  hope  is  that  by  sequencing  these  cDNAs  it  will  un- 
cover some  that  might  be  turned  into  a  product  some 
day.  So  the  real  question  is  to  what  extent  will  those  se- 
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qitcnccs  be  made  publicly  avail- 
able? If  they  arc  made  available, 
well,  great.  We're  gelling  all  this 
Information  and  we're  not  having 
lo  spend  tbc  US  taxpayers'  money. 
What  is  crucial  and  Isn't  happen- 
ing for  the  most  part,  however.  Is 
to  put  these  cDNAs  on  the  map. 
Having  a  sequence  Is  great,  but  if 
you  don't  know  on  what  chromo- 
some It  is,  then  it's  useless  to  some- 
body who's  hunting  a  gene  for  a 
disease  and  knows  that  it  maps 
somewhere  on  chromosome  8  Ibat 
part  of  the  problem  has  really  not 
been  solved.  I  think  over  the  next  year  or  two  the 
genome  project  in  tltc  United  Stales  is  going  to  pay  a  lot 
of  attention  lo  this  issue  of  gelling  the  cDNAs  on  the 
map  by  sonic  method  or  another. 

Wntsnn:  I  think  we  knew  from  the  very  start  that 
the  cDNA  information  would  be  very  useful.  Whether 
it  was  the  right  decision  or  not.  we  didn't  emphasize 
it  in  the  beginning,  believing  that  the  real  first  thing  to 
do  was  lo  pel  the  physical  maps  on  which  to  place 
the  cDNAs.  Hut  in  any  case.  I  don't  believe  the  cDNA 
project  will  be  done  two  years  from  now.  (Many 
rarely  expressed  genes  won't  be  discovered  and  of 
those  described,  only  partial  sequences  will  be 
known. — J.W.  note.) 

Rrown:  f/r>ir  wrmhlyrm  rate  the  \e\e\  of  inter- 
national (onfirrtuinn  now  in  information  slutting  and 
technology  shin  ing  ? 

Wnlson:  I  think  it's  very  gtKxl  with  minor  excep- 
tions. A  Tier  the  flap  about  cDNA  patenting,  the  En- 
glish decided  not  to  put  their  cDNA  sequences  Into 
Ocnfiank.  Tlic  bureaucrat  involved  really  didn't  know 
what  he  was  doing.  Incompetent  government  officials 
arc  not  limited  to  the  United  Stales.  Certainly,  the  co- 
operation now  between  the  big  Trench  lab  (fjencthon) 
and  the  United  States  is  extremely  go<xl.  However, 
when  you  get  close  to  an  interesting  scientific  discov- 
ery, you  don't  gel  much  collaboration  in  many  cases, 
even  within  a  country  As  long  as  the  breast  cancer 
gene  is  20  megabascs  away,  people  are  quite  willing  to 
talk  If  you  sny  it's  within  a  hall  a  megabasc.  then 
But  I  don't  think  we  should  get  ii[ket  with  such  people. 
If  they're  close,  they  deserve  some  time  lo  follow  up 
what  they're  doing. 


"Ihe  decision 
about  what  to  do 

with  genetic 

information 
belongs  to  only 

one  couple. " 

— Francis  S.  Collins 


Brown:  /  think  one  thing  that 
shauldn  i  he  underestimated  is  the 
need  in  this  whole  field  for  astute 
clinicians  who  can  find,  collect  and 
observe  families.  Do  you  people 
see  that  as  a  rate-limiting  feature 
right  now? 

Collins:  That's  one  of  my  fa- 
vorite soapboxes.  I  am  concerned 
that,  while  we're  developing  all 
this  wonderful  Infrastructure  of  ge- 
netic and  physical  maps,  we're  just 
sort  of  counting  on  having  the  fam- 
ilies lo  be  analyzed  when  we're 
ready  for  them.  We  may  find  our- 
selves a  few  years  from  now  with  a  wonderful  set  of 
tools  but  an  Incomplete  set  of  collected  families  with 
which  to  understand  disease.  The  genome  project  It- 
self can't  take  responsibility  for  all  that,  but  we'd 
certainly  like  to  nurture  that  activity  In  a  more  effec- 
tive way  than  we  have  so  far. 

r.nltlsteln:  Well.  In  fact.  It's  going  lo  be  these 
large  families  with  diseases  such  as  alcoholism,  manic 
depression,  and  schizophrenia  that  are  going  to  be 
crucial.  A  gene  has  already  been  claimed  to  have 
been  Isolated  for  each  of  these  three  diseases,  but  the 
original  data  have  not  panned  out.  The  real  problem 
was  that  the  families  weren't  large  enough,  and  mul- 
tiple families  were  pooled  for  analysis.  I  hope  physi- 
cians who  see  large  families  with  these  neurological 
or  psychiatric  diseases  vrill  bring  them  to  the  attention 
of  researchers. 

Wexlcr:  You  don't  need  to  find  a  family  with 
1 3.000  members,  as  I  did  with  Huntington's  disease, 
but  it  certainly  helps.  I  have  just  been  struck  over 
and  over  again  by  how  many  limes  having  this  huge 
family  has  really  made  the  difference  in  localizing 
Ihc  gene.  When  we  had  found  one  early  marker  In 
the  Venezuelan  family  in  1983  and  then  tested  it 
against  the  largest  North  American  family,  it  wasn't 
significant.  If  we  didn't  have  the  large  family  to  go 
hack  to.  we  would  have  just  kept  on  churning  out 
other  markers  because  we  thought  from  the  computer 
analysis  that  Ihc  North  American  family  was  big 
enough  to  detect  linkage.  In  almost  every  instance  in 
which  a  gene  has  been  found  there's  been  some  peo- 
ple, or  sometimes  only  one  person,  that's  critical — that 
has  a  recombination  event  or  translocation  or  some 
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wny  of  demarcating  the  region  from  that  huge  territory 
on  tlic  chromosome.  These  people  arc  absolutely  es- 
sential. It's  also  crucial  to  make  the  right  diagnosis. 
t've  seen  Huntington's  and  other  diseases  where  mis- 
diagnoses have  seriously  misled  people  for  long  pe- 
riods of  time.  There  has  to  he  tremendous  cooperation 
and  collaboration  between  clinicians  and  the  molec- 
ular biologists  Families  are  rate  limiting  steps  for 
Alzheimer's  disease,  for  example.  In  spile  of  all  the 
people  that  have  Alzheimer's  disease,  the  molecular 
biologists  cannot  get  enough  DNAs  from  large  fam- 
ilies Into  the  lah.  So  there  has  to  be  a  much  more  in- 
tensive communication.  Tlicrc  npain.  I  think  that  the 
lay  groups— the  voluntary  health  organizations — are 
tremendously  important  lx:cause  they  can  be  a  way  of 
bringing  families  in.  In  fact,  they  are  working  on 
ways  to  have  belter  Informed  consent  so  that  fami- 
lies can  participate  in  research.  Can  I  add  one  thing  to 
what  Dr.  Goldstein  said  about  the  voluntaries  devel- 
oping protocols  for  counseling.  I  think  that's  a  ter- 
rific idea.  But  the  problem  Is  that  the  protocols  aren't 
used.  There  Isn't  any  enforcement.  With  Hunting- 
ton's disease  we  developed  a  terrific  protocol  that  In- 
cluded three  to  sW  hours  of  counseling  prior  to  testing 
and  all  kinds  of  assessments.  But  people  just  say, 
well,  the  insurance  doesn't  cover  It,  or  it's  too  long 
and  people  don't  need  It,  and  they  toss  il  out. 


Brown:  It's  not  just  collecting  families  with 
diagnoses.  It's  the  really  astute  clinician  picking  out 
from  a  number  of  people  who  have  what  looks  like 
the  same  disease  one  group  that  seems  to  be  a  little 
bit  different  and  realizing  that  in  that  particular  group 
the  gene  seems  to  be  inherited  In  some  special  way. 
I  can't  tell  you  how  absolutely  crucially  important 
astute  clinicians  are  to  this  whole  thing,  with  due 
respect  to  Dr.  Watson. 

Wnlson:  No,  I  think  you're  right.  It's  Just  that 
we  need  clinicians  who  think  in  terms  of  genetics. 
And  right  now,  because  genetics  was  not  seriously 
taught  In  most  medical  schools,  most  clinicians  do 
not  know  genetics. 

Collins:  It's  very  difficult,  I  think,  for  physicians 
to  carve  out  time  to  Icam  about  something  that  is  not 
an  immediate  part  of  their  practice.Thc  result  of  that 
Is  that  we're  going  to  have  this  sudden  crash  pro- 
gram on  the  day  Hint  the  first  presymptomatic  DNA 
lest  Is  released,  which  Is  probably  two  or  three  years 
from  now.  And  then  we're  really  going  to  have  to 
move  fast. 

Brown:  There's  no  question  the  recently  an- 
nounced discoveries  of  breast  cancer  and  colon  can- 
cer genes  are  going  to  create  a  landslide. 

Watson:  It  will  change  the  whole  nature  of 
the  game. 


ISSUES  IN  SCIENCE  AND  TECHNOUXJY 


*7K_/ie:o   n  —   QA   —    1 


30 

The  Chairman.  Senator  Hatfield,  we  want  to  thank  you  for  rais- 
ing these  issues.  As  we  were  hearing  from  the  OTA,  a  number  of 
countries  around  the  world  have  established  commissions  to  try 
and  deal  with  some  of  these  issues,  and  you  are  familiar  with  the 
efforts  that  have  been  made  in  Congress.  We  developed  the  Na- 
tional Commission  on  the  Protection  of  Human  Subjects  in  1974 
which  functioned  very  well.  Just  prior  to  the  time  that  you  came 
in,  I  mentioned  our  committee  hearings  on  the  Ralph  girls,  the 
sterilization,  the  syphilitic  study,  the  CIA  tragedy  in  terms  of  their 
agents  that  were  taking  hallucinogenic  drugs,  and  the  Depoprovera 
utilization  in  Tennessee. 

The  National  Commission  was  made  up  of  first-rate  individuals 
whose  only  authority  was  just  to  publish  their  recommendations  in 
the  Federal  Register.  Their  guidelines  were  accepted  by  all  of  the 
various  agencies  where  they  were  looking  at  informed  consent  and 
other  matters. 

You  are  very  familiar  with  the  past  Federal  bioethics  bodies — es- 
pecially the  last  congressional  body  which  unfortunately  was 
caught  up  in  this  very  difficult  issue  on  abortion  and  was  dis- 
banded before  it  completed  its  work.  And  so  as  you  have  pointed 
out,  we  are  in  Umbo,  and  there  are  enormously  significant  and  im- 
portant issues  and  questions  that  need  to  be  addressed. 

So  I  want  you  to  know  we  welcome  the  opportunity  to  work  with 
you  to  try  to  address  these  questions:  What  is  the  best  way  of  es- 
tablishing a  commission?  How  should  the  members  be  named? 
Whether  it  ought  to  be  done  at  the  executive  or  congressional  level? 
We  are  enormously  interested  in  working  closely  with  you.  I  think 
it  is  entirely  appropriate  that  this  be  a  matter  for  action  in  the 
Congress,  and  we  are  going  to  hear  later  in  the  afternoon  from 
some  individuals  who  nave  spent  a  good  deal  of  time  thinking 
about  this.  We  will  look  forward  to  working  with  you  on  this  meas- 
ure. 

Senator  Hatfield.  Thank  you. 

The  Chairman.  I  am  very  hopeful  that  we  can  try  and  take  some 
action  in  this  field.  It  is  enormously  important  for  the  reasons  that 
you  have  outlined  and  for  some  of  the  other  reasons  as  well.  And 
so  we  are  delighted  to  have  you  here,  and  we  will  look  forward  to 
working  closely  withyou. 

Senator  Hatfield.  THiank  you.  And,  Mr.  Chairman,  may  I  just  add 
one  word?  You  are  so  accurate  in  pointing  out  these  past  efforts, 
and  I  note  that  they  were  well  intentionea  and  overcome  probably 
by  mostly  the  abortion  issue.  But  I  think  there  are  events  that 
have  occurred  since  that  time  that  even  make  it  a  sharper  focus  on 
the  need  for  action. 

I  mentioned  the  Hemlock  Society — that  happens  to  be  founded  in 
my  State — making  rather  significant  gains  and  adherence  at  least 
to  their  general  principles.  I  think  the  fact  that  Dr.  Kevorkian's 
case  has  become  certainly  subsequent  to  those  previous  efforts  a 
focus.  I  think  the  NIH's  request  for  2,000  patents,  all  of  these  real- 
ly have  raised  the  level  of  understanding,  plus  the  fact  that  I  hope 
on  the  abortion  question  that  even  though  you  and  I  hold  different 
viewpoints  on  that  question,  that  the  rhetoric  may  be  reduced  in 
level  and  intensity  enough  to  understand  that  we  have  much  in 
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common  if  we  worked  for  those  needs  to  make  abortion  a  moot 
issue,  I  think  in  terms  of  infertility  and  birth  control  studies. 

As  you  know,  we  have  introduced  legislation  to  create  such  cen- 
ters because  of  the  liability  factor  only  one  pharmaceutical  house 
is  studying  contraception  today,  and  get  perfected  contraception.  I 
think  with  better  education  we  can  understand  the  biological  as- 
pects of  those  decisions  before  the  fact  rather  than  after  the  fact. 

I  think  there  are  so  many  ways  that  we  can  even  take  the  abor- 
tion issue  and  lower  the  emotional  level  and  work  for  that  mutual 
concern  about  making  it  a  moot  issue.  But  there  are  these  other 
things  that  are  happening  that,  again,  I  hope  we  are  not  over- 
whelmed by  those  events  that  we  are  not  acting  as  we  were  by  the 
abortion  issue,  unfortunately,  which  overwhelmed  us  in  the  efforts 
that  we  had  previously  attempted  to  make. 

So  thank  you  again  for  the  opportunity. 

The  Chairman.  I  iust  remembered  that  we  included  in  the  NIH 
reauthorizations  both  infertility  and  contraceptive,  support  for  cen- 
ters in  those  areas.  I  could  not  agree  with  you  more.  I  will  not  hold 
you  much  longer,  but  one  of  the  very  special  centers  that  means 
a  lot  to  the  family  is  the  Kennedy  Institute  of  Ethics  at  George- 
town, which  was  really  initiated  by  my  sister,  Eunice,  and  her  hus- 
band Sarge.  It  has  done  a  great  deal  to  develop  the  biomedical  eth- 
ics field.  It  has  also  worked  closely  with  the  Harvard  Divinity 
School  and  Yeshiva. 

They  had  this  incredible  story  about  this  individual  child  who 
had  a  medical  difficulty  and  was  born  retarded,  and  the  question 
was  whether  the  parents  were  going  to  authorize  an  operation, 
which  was  96  percent  effective.  But  the  parents  did  not  authorize 
because  the  child  was  born  retarded.  It  was  the  whole  range  of  eth- 
ical issues  that  were  involved,  both  for  the  parents,  the  hospital  ad- 
ministrator, if  they  were  to  take  on  the  responsibility  to  give  the 
authority  to  perform  it,  and  then  the  4  percent,  what  would  happen 
to  the  liability?  The  nurses  who  saw  the  child  in  the  nursery  and 
saw  the  child  eventually  die  because  of  the  inability  to  try  to  pro- 
vide nourishment,  and  taking  each  element  in  terms  of  both  the 
medical  profession  and  the  anxiety  and  turmoil  for  that  whole  med- 
ical center,  that  situation.  So  it  is  something  that  is  very,  very  real 
and  that  is  reflected  in  a  variety  of  different  ways  and  is  something 
that  involves  people  in  a  very  real  and  important  way.  And  so  this 
kind  of  commission  can  be  of  enormous  value  to  our  fellow  citizens. 

We  look  forward  to  working  with  you. 

Senator  Hatfield.  Thank  you. 

The  Chairman.  We  will  come  back  to  Robyn  Nishimi,  and  we 
thank  you  very  much. 

Ms.  Nishimi.  As  I  was  saying,  of  the  four  entities  that  OTA  re- 
viewed, we  found  general  consensus  that  the  first  three — the  Na- 
tional Commission,  the  President's  Commission,  and  the  EAB — 
were  largely  successful.  The  fourth  effort,  the  Biomedical  Ethics 
Advisory  Committee,  was  deemed  a  failure. 

OTA  found  that  several  themes  that  persist  across  the  success 
stories  were  notably  absent  with  BEAC.  As  might  be  expected,  ade- 
quate staffing  and  funding  improved  the  chance  of  success.  Suc- 
cessful commissions  were  relatively  free  of  political  interference, 
had  flexibility  in  addressing  issues,  were  open  in  their  process  and 
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dissemination  of  findings,  and  were  comprised  of  a  diverse  group 
of  individuals  who  were  generally  free  of  ideology  and  who  had 
wide-ranging  expertise. 

Based  on  our  review,  OTA  identified  three  basic  types  of  organi- 
zational models  that  should  be  considered  for  a  new  initiative.  First 
would  be  a  standing  or  a  continuous  body;  the  second,  term-limited; 
and  die  third,  an  ad  hoc  approach. 

We  also  identified  two  general  classes  of  issues  for  which 
bioethical  analyses  have  been  applied:  specific  classes  of,  or  proto- 
cols in,  biomedical  or  behavioral  research  involving  human  sub- 
jects; and,  second,  broad-based  issues  related  to  medical  practices, 
health  care,  or  the  social  implications  of  research.  In  fact,  the  scope 
and  issues  Congress  believes  a  commission  must  address  could  de- 
termine the  most  appropriate  structure. 

For  example,  OTA  concurs  with  the  National  Commission's  rec- 
ommendation that  a  standing  body  is  appropriate  to  consider  the 
ethical  implications  of  certain  protocols  or  classes  of  federally  fund- 
ed research.  In  fact,  the  Ethics  Advisory  Board,  established  by  de- 
partmental regulations,  was  intended  as  a  standing  body  for  such 
purposes  after  the  National  Commission  concluded  its  work  in 
1978.  But  in  1980,  the  Department  of  Health  and  Human  Services 
disbanded  the  Ethics  Advisory  Board  at  the  direction  of  the  Office 
of  Science  and  Technology  policy.  As  OTA  first  pointed  out  in  1988, 
by  taking  this  action  the  Department  violated  and  continues  to  be 
in  violation  of  its  own  regulations  that  govern  the  protection  of 
human  subjects  involved  in  biomedical  and  behavioral  research. 

A  term-limited  body  could  address  either  type  of  issue,  but  might 
be  most  well  suited  to  the  types  of  reports  produced  by  the  Presi- 
dent's Commission;  that  is,  broad-based  topics  arising  from  Federal 
activities  or  interest  in  medicine,  health  care,  or  research. 

Finally,  ad  hoc  bodies  can  be  convened  for  either  narrow  or 
broad-based  topics,  but  OTA  found  consensus  that  ad  hoc  initia- 
tives are  the  least  desirable  mechanism  to  address  bioethical  dilem- 
mas. 

Finally,  regardless  of  the  type  of  model  that  might  be  chosen, 
OTA  identified  six  factors  that  will  be  important  to  the  success  of 
any  new  effort:  the  budget;  the  mandate  and  agenda;  the  appoint- 
ment process;  the  bureaucratic  location;  the  target  audiences;  and 
reporting  and  response  requirements. 

In  conclusion,  Mr.  Chairman,  past  bioethics  efforts  have  been 
varied,  innovative,  and  largely  successful,  but  not  enduring.  Yet  in 
only  2  decades,  U.S.  bioetnics  commissions  have  had  lasting  and 
measurable  impacts. 

As  the  21st  century  approaches,  Congress  and  the  executive 
branch  face  policy  dilemmas  that  require  an  understanding  of 
bioethical  considerations,  as  well  as  legal  or  economic  dimensions. 

The  issue  facing  Congress  today  is  how  best  to  incorporate 
bioethical  analyses  into  policy  decisionmaking.  It  is  a  task  made  es- 
pecially difficult  as  fiscal  realities  mean  fewer  Federal  advisory 
bodies  and  fewer  staff  to  support  them.  Nevertheless,  as  both  you 
and  Dr.  Herdman  have  mentioned,  incidents  such  as  the  Tuskegee 
syphilis  study  cast  a  long  shadow  over  the  U.S.  biomedical  enter- 
prise. The  length  of  this  shadow  is  testament  to  the  need  to  ac- 
count for  bioethical  considerations  in  public  policy  decisionmaking. 
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Again,  thank  you  for  the  invitation.  I  would  be  happy  to  answer 
any  questions. 
The  Chairman.  Thank  you  very  much.  Excellent  comments. 
[The  prepared  statement  of  Ms.  Nishimi  follows:] 

Prepared  Statement  of  Robyn  Y.  Nishimi 

Mr.  Chairman,  members  of  the  committee,  and  Senator  Hatfield,  I  appreciate  the 
opportunity  to  appear  before  you  today  to  discuss  the  Office  of  Technology  Assess- 
ment's (OTA)  background  paper,  Biomedical  Ethics  in  VS.  Public  Policy.  As  you  are 
aware,  Congress  has  had  a  longstanding  interest  in  the  role  of  bioethica  in  American 
governance.  Even  before  the  term  bioethics  was  coined  in  the  early  1970s,  congres- 
sional hearings  were  held  to  establish  a  National  Commission  on  Health  Science 
and  Society,  which,  had  it  been  established,  would  have  examined  the  "social  and 
moral"  implications  of  biomedical  advances.  Since  those  hearings,  held  in  1968,  Con- 
gress has  established  three  bodies  to  address  ethical  issues  in  biomedical  research 
and  medical  innovation. 

SCOPE  OF  THE  REPORT 

As  you  requested,  OTA  reviewed  the  history  of  each  of  these  three  bodies:  the  Na- 
tional Commission  for  the  Protection  of  Human  Subjects  of  Biomedical  and  Behav- 
ioral Research  (National  Commission);  the  President  s  Commission  for  the  Study  of 
Ethical  Problems  in  Medicine  and  Biomedical  and  Behavioral  Research  (President's 
Commission):  and  the  Biomedical  Ethics  Advisory  Committee  (BEAC).  OTA  also  ex- 
amined the  Ethics  Advisory  Board  (EAB),  which  was  created  by  the  then  Depart- 
ment of  Health,  Education,  and  Welfare  m  response  to  a  recommendation  of  the4 
National  Commission  (table  1).  The  OTA  report  identifies  the  lessons  that  can  be 
learned  from  these  initiatives  in  order  to  provide  Congress  with  background  mate- 
rial on  the  form  a  new  Federal  bioethica  body  could  take. 

The  report  also  examines  two  State  initiatives:  the  New  York  State  Task  Force 
on  life  and  the  Law,  which  is  still  operational,  and  the  new  Jersey  Commission  on 
Legal  and  Ethical  Problems  in  the  Delivery  of  Health  Care,  which  operated  for  5 
years  but  currently  is  unfunded.  Finally,  the  report  summarizes  bioethics  activities 
in  over  60  countries  or  multinational  organizations  (table  2).  In  the  past  few  years, 
although  government-sponsored  bioethics  entities  have  disappeared  m  this  country, 
they  have  flourished  elsewhere.  The  governments  of  at  least  27  nations  on  6  con- 
tinents have  established  a  national  commission  of  some  type  or  currently  have  legis- 
lation pending  to  do  so.  Additionally,  multinational  organizations  (e.g.,  the  Euro- 
pean Community,  European  Parliament,  and  World  Health  Organization)  also  have 
begun  to  analyze  bioethical  issues  via  committees  or  commissions. 

LESSONS  FROM  THE  PAST 

The  appeal  of  a  federally-sponsored  focus  for  bioethics  has  waxed  and  waned  over 
the  past  two  decades.  For  nearly  4  years — the  longest  period  of  time  since  bioethics 
burgeoned  as  a  discipline— the  Federal  Government  has  been  without  a  formal 
forum  that  addresses  bioethical  issues.  In  fact,  a  fully  operational  body  has  not  ex- 
isted in  over  a  decade. 

Even  without  a  formal  Federal  effort,  however,  bioethics  has  been  incorporated 
into  selected  public  policy  analyses.  Several  OTA  reports,  for  example,  included 
bioethical  analyses.  And,  for  issues  related  to  the  Human  Genome  Project,  the  Na- 
tional Institutes  of  Health  (NLH)  and  the  U.S.  Department  of  Energy  (DOE)  each 
fund  an  Ethical,  Legal,  and  Social  Issues  (ELSI)  grants  program.  However,  both  the 
programs  and  and  the  joint  ELSI  Working  Group  that  advises  NTH  and  DOE  lack 
a  formal  mechanism  to  convey  E  LSI-funded  research  findings  directly  into  the  policy 
process. 

Additionally,  despite  the  lack  of  a  Federal  forum,  State,  local,  and  private  initia- 
tives have  developed  Such  a  widespread,  pluralistic  approach  has  advantages  over 
a  single  national  commission.  It  fosters  diversity,  no  issue  becomes  captive  to  any 
central  authority.  There  are  pitfalls  attendant  to  centralization,  including  a  tend- 
ency to  lose  flexibility  in  interpretation,  diffusion  arising  from  forced  consensus,  and 
the  potential  for  capture  by  political  interests. 

Still,  the  diversity  in  bioethics  organizations — while  bringing  the  debate  to  the 
State,  local,  or  institutional  level — cannot  always  succeed  in  addressing  areas  that 
require  expansive  access  to  information  and  expertise.  Centralization  brings  author- 
ity to  a  process  that  is  rarely  achieved  with  decentralization.  A  Federal  effort  gen- 
erally can  call  on  greater  resources  than  private  or  State  organizations.  It  also  car- 
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ries  cachet,  as  well  as  nationwide  power  to  gather  data,  convene  meetings,  generate 
relevant  analyses,  and  invite  testimony.  The  process  by  which  this  background 
paper  was  produced  demonstrates  this  value:  Though  allocated  a  limited  budget  and 
a  short  timeframe,  our  project  gathered  responses  from  around  the  world — of  work- 
shop participants,  survey  respondents,  interviewees,  and  reviewers — that  were  rapid 
and  impressive  because  it  was  an  effort  on  behalf  of  the  US.  Congress. 

Of  the  four  entities  OTA  reviewed,  we  found  general  consensus  that  the  first 
three — the  National  Commission,  the  President's  Commission,  and  the  EAB — were 
successful,  though  in  the  case  of  the  latter,  some  believed  its  tenure  too  short  to 
judge.  The  fourth  effort,  BEAC,  was  deemed  a  failure. 

Many  factors — tangible  and  intangible — contributed  to  an  effort's  success.  Timing 
and  personalities  were  important,  but  were  difficult  to  predict  beforehand.  Never- 
theless, several  themes  that  persist  across  the  success  stories  were  notably  absent 
from  BEAC.  As  might  be  expected,  adequate  staffing  and  funding  improved  the 
chance  of  success.  Successful  commissions  were  relatively  free  of  political  inter- 
ference, had  flexibility  in  addressing  issues,  were  open  in  their  process  and  dissemi- 
nation of  findings,  and  were  comprised  of  a  diverse  group  of  individuals  who  were 
generally  free  of  ideology  and  who  had  wide  ranging  expertise. 

PROSPECTS  FOR  THE  FUTURE 

In  devising  a  strategy  for  addressing  bioethical  issues  in  a  national  policy  context, 
OTA  identified  three  basic  types  of  organizational  models  that  should  be  considered 
if  Congress  decides  to  create  a  new,  broad-based  bioethics  commission  or  panel: 

—continuous/standing, 

— term-limited,  and 

— ad  hoc. 

OTA  also  identified  two  general  groups  of  issues  for  which  bioethical  analyses 
have  been  applied:  One,  specific  classes  of,  or  protocols  in,  biomedical  or  behavioral 
research  involving  human  subjects,  and  two,  broad-based  issues  related  to  medical 
practices,  health  care,  or  the  social  implications  of  research.  In  fact,  the  scope  and 
issues  Congress  believes  a  commission  must  address  could  decide  the  type  of  policy 
body  that  would  be  most  appropriate  to  establish. 

For  example,  OTA  concurs  with  the  National  Commission's  recommendation  that 
a  standing  body  is  appropriate  to  consider  the  ethical  implications  of  certain  proto- 
cols or  classes  of  federally  funded  research.  In  fact,  EAB,  established  by  depart- 
mental regulation,  was  intended  as  a  standing  body  for  such  purposes  after  the  Na- 
tional Commission  concluded  its  work  in  1978.  But  in  1980,  the  Department  of 
Health  and  Human  Services  (DHHS)  disbanded  EAB  at  the  direction  of  the  Office 
of  Science  and  Technology  Policy.  In  doing  so,  DHHS  violated,  and  continues  to  be 
in  violation  of,  its  own  regulations  that  govern  the  protection  of  human  subjects  in- 
volved in  biomedical  and  behavioral  research.  A  term-limited  body  could  attend  to 
the  types  of  issues  that  were  the  focus  of  most  reports  produced  by  the  President's 
Commission,  i.e.,  broad-based  topics  arising  from  Federal  activities  or  interest  in 
medicine,  health  care,  or  research.  Finally,  ad  hoc  bodies  can  be  convened  for  with 
narrow  or  broad-based  topics,  but  OTA  found  consensus  that  ad  hoc  initiatives  are 
the  least  desirable  mechanism  to  address  bioethical  dilemmas. 

Regardless  of  the  type  of  organizational  model  that  might  be  chosen,  OTA  identi- 
fied six  factors  that  will  be  important  to  the  success,  or  failure,  of  any  new  bioethics 
commission: 

—budget,  including  staffing; 

— the  charge  (i.e.,  mandate  and  flexibility  to  control  the  agenda); 

— appointment  process; 

— bureaucratic  location; 

— target  audience<8);  and 

— reporting  and  response  requirements. 

OTA  excluded  politics  as  a  factor  per  se  because  the  very  nature  of  creating  a  new 
entity  would  subject  each  factor  to  the  pressures  inherent  in  the  political  process. 

With  respect  to  these  six  factors,  OTA  points  out  that  an  inadequate  or  ill-suited 
approach  in  any  single  area  can  undermine  the  successful  implementation  of  a  new 
commission,  board,  or  panel.  In  fact,  a  deficiency  in  a  single  aspect — e.g.,  funding 
or  the  appointment  process — can  doom  an  effort  to  total  failure.  Table  3  summarizes 
the  key  findings  related  to  each  factor. 

Finally,  OTA  estimates  a  new  bioethics  board  or  commission  would  require  from 
$744,000  to  $1 ,920,000  annually,  depending  on  the  type  of  body  that  is  created  and 
the  scope  of  its  work. 


35 


SUMMARY 


Mr.  Chairman,  past  bioethics  efforts  have  been  varied,  innovative  and  largely  suc- 
cessful, but  they  have  not  endured.  In  only  two  decades,  U.S.  bioethics  commissions 
have  had  lasting,  measurable  impacts.  Federal  regulations  to  protect  human  re- 
search subjects  owe  their  existence  in  their  current  form  to  the  National  Commis- 
sion. The  President's  Commission's  work  on  patient  directives  on  life-sustaining 
treatments  shaped  public  debate  in  health  care  settings,  legislature,  and  courts. 

As  the  21st  century  approaches.  Congress  faces  policy  dilemmas  that  require 
decisionmakers  to  understand  bioethical  considerations,  as  well  as  legal  or  economic 
dimensions.  Furthermore,  situations  that  demand  ethical  analysis  are  likely  to  arise 
with  greater  frequency  and  urgency.  At  present,  no  federally-sponsored  policy  forum 
exists  for  generally  analyzing  ethical  issues  associated  with  biological  research  and 
new  medical  technologies. 

Today,  as  Congress  considers  whether  to  create  a  new  Federal  bioethics  body,  it 
can  look  to  the  history  of  governmental  involvement  in  bioethics  for  a  wealth  of  ex- 

Eerience  and  information.  The  issue  facing  Congress  is  how  best  to  incorporate 
ioethical  analyses  into  policy  decisionmaking.  It  is  a  task  made  especially  difficult 
as  fiscal  realities  mean  fewer  Federal  advisory  bodies  and  fewer  staff  to  support 
them.  Nevertheless,  as  Dr.  Herdman  has  mentioned,  incidents  such  as  the  Tuskegee 
syphilis  study  cast  a  long  shadow  over  the  U.S.  biomedical  enterprise.  The  length 
of  this  shadow  is  testament  to  the  need  to  account  for  bioethical  enterprise.  The 
length  of  this  shadow  is  testament  to  the  need  to  account  for  bioethical  consider- 
ations in  public  policy  decisionmaking. 

OTA  appreciates  the  invitation  to  discuss  this  important  topic,  and  I  will  be  happy 
to  answer  any  questions. 
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Tablt  I  —  Typology  of  International  Bloethlca  Comml»iloni,,-« 

National  Olher  government 

eommlaalon      eenunlaslen  Hoipltat       Pro'esiionai        Academic       Frivm 

Argentina. 1<                                                                     V                                                            Y                       V 

Auilralla 1                               •                             V  V                         Y                    Y 

Auilrla' V                                                   V 

Belgium. *                               •«                           Y  Y                         Y 

Botiomna. Y 

BrniJI 1                                                         Y  V                        Y 

C»nt*L f                             •*                         V  V                        V          . 

Chili V  Y...                   V                  V 

China *                               8                                                                                  V                    Y 

Columbia* '  Y                         Y                    Y 

Croatia. '                              Y                                                   Y 

Cypru*' *  Y 

Cm*   Republic 1                               •                             V                ,'             •    ■••     ,. 

Denmark. t                                 •                               Y       •       •                        \  .           !  y        . 

tovpt '  ••         '  •  .    Y 

rTnlend I  ..:.„.     .-.y 

Franca) 1                                                             Y                        V  "      V          "        Y 

Garmanyl *>                                                      V  V 

Ohana' Y  y 

Grer-oe I                                                             Y                        Y  Y                    Y 

Hunga/y «  Y    •  V        ^  n'^ Y '"'        •  •  ' 

Italand Y  V         ;•  >  ' 

©•eland" V 

litaal t  V  Y  Y 

Italy *  ••  V  Y  Y  V 

Japan e  V  Y  Y 

Kuwait- Y 

llecMenatekV". ,.     .  .  , 

Uiiamboug 1  '-"      .   • 

Malta 1  •  ■  '? ;....'  V     '••'■ 

Me.lco 1  Y  •.-.•-.    V    •■*•-;•     V 

The  Nelherfanda 1  Y  V  Y  V 

HtwZaiUnd 1*  M  Y  Y  V 

Norway 1  Y  Y 

Paiu. V  V 

Th»  Phtlipplnee* I  Y  ...     V  ■'.  •>•  ".*>,•  . 

Poland 3  V  ;     •      V       '      '."'.'         ; 

Portugal. 1  Y  Y  ■      ■"      V 

Homarta. Y  V        *       !•«.•/     v        iV;:'>W 

Russia. 1  V  Y 

Scotland Y 

South  Alrlea. »  Y  V 

Spain •>  Y  Y  V  Y 

s-adan i  •  v  .    v     •TBE5*3i.,i>     V 

S«Hta<lan4 •  Y         .      ,       Y       "       F."  liY'V     ';       V     ' 
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Table  3--Elements  to  Consider  In  Creating  a  New  Bloethics  Body:  Key  Findings 


Factor 


Funding 


Findings 


Although  each  factor  is  important,  funding  is 
foremost.  Sufficient  funds  to  hire  an  adequate 
number  of  qualified,  professional  staff  are  essential; 
otherwise  the  entity  is  staffed  piecemeal  or  by 
castoffs. 


Mandate  and  agenda  setting 


The  charge  should  be  structured  to  provide  guidance, 
If  not  requirements,  for  the  selection  of  topics. 
Circumscribing  too  narrow  a  function  obviates  the 
potential  early  warning  benefit  of  a  body.  Drawing 
too  broad  a  boundary  could  move  a  commission  to 
examine  Issues  that  Congress  or  the  President  have 
tasked  to  others.  A  combination  of  mandated  studies 
and  the  opportunity  for  commissioners  and  staff  to 
identify  emerging  issues  would  appear  to  maximize 
the  use  of  talent,  time,  and  money. 


Appointment  process  and 
composition 


Diversity  In  race,  ethnicity,  gender,  and  professional 

experience  Is  a 
paramount  factor  In  appointing  commissioners  and 
staff. 

Ideology  is  a  destructive  criterion  In  appointing  a 
bioethics  committee. 


Location 


Whether  a  group  is  located  within  the  agency  whose 
work  it  reviews  or  is  Independent  depends  on  the 
mandate  and  client.  No  clear  consensus  emerged. 


Client 


The  need  for  autonomy  and  independence  from  both 
congressional  interference  and  mischief  from  the 
executive  branch  Is  essential. 


Reporting  and  response 
requirements 


To  whom  a  group  should  report  its  final  work, 
Congress  or  the  executive  branch,  raises  little 
controversy:  what  is  problematic  is  injecting  politics 
during  the  deliberative  process. 

A  successful  attempt  to  tackle  bioethical  issues  will 
be  ineffective  if  the  results  of  the  deliberations  are 
censored  or  poorly  distributed. 

Whether  and  how  the  client  must  respond  Is  key.  A 
forcing  clause  for  accountability  of  the  client  to  a 
commissions  recommendations  can  be  linked  to  a 
body's  establishment,  although  one  does  not 
guarantee  responsiveness. 


SOURCE:  Office  of  Technology  Assessment,  1993. 
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The  Chairman.  I  know  there  are  several  State  bioethic  bodies. 
Did  you  evaluate  which  ones  were  particularly  good? 

Ms.  Nishimi.  There  are  really  only  two  broad-based  bioethics  ini- 
tiatives at  the  State  level:  the  State  of  New  Jersey  and  the  New 
York  State  task  force,  which  is  still  operating.  So  we  did  look  at 
those  two. 

The  Chairman.  How  long  have  they  been  functioning? 

Ms.  Nishimi.  Tlie  New  York  State  task  force  has  been  around  for 
about  5  years.  The  New  Jersey  task  force  is  currently  underfunded, 
but  I  believe  it  was  operational  for  approximately  4  years. 

The  Chairman.  Have  they  been  free  from  political  interference? 

Ms.  Nishimi.  They  actually  represent  two  interesting  models  be- 
cause the  New  York  State  task  force  holds  closed  meetings,  and 
they  believe  that  that  is  important  to  their  success  and  freedom 
from  political  interference. 

The  New  Jersey  commission  held  public  hearings  and  did  become 
politicized,  but  they  felt  with  the  size  of  the  commission,  some  of 
the  issues  that  they  discuss,  and  the  staffing,  it  did  not  interfere 
with  their  recommendations  or  their  introducing  several  reports. 

The  Chairman.  Do  you  have  recommendations  how  you  can  keep 
the  board  or  commission  free  from  political  pressures? 

Ms.  Nishimi.  Well,  since  OTA  does  not  make  recommendation,  I 
would  not  like  to  offer  any.  But  I  think  politics  would  be  infused 
in  any  stage  of  the  process.  It  just  requires  a  good-faith  effort  on 
everyone's  part. 

The  Chairman.  I  think  the  National  Commission  that  was  set  up 
in  1974  really  was  quite  free  from  it. 

Ms.  Nishimi.  The  National  Commission  is  held  out  as  the  gold 
standard  frequently,  yes. 

The  Chairman.  The  OTA  report  examines  international  bioethics 
initiatives.  Would  you  comment  briefly  about  which  countries  you 
thought  had  particularly  good  commissions? 

Ms.  Nishimi.  The  United  Kingdom  is  interesting  because  its  com- 
mission is  privately  funded.  With  the  move  to  privatization,  the 
Nuffield  Foundation  created  the  Nuffield  Council  on  Bioethics. 
That  presents  an  interesting  models  because  the  Government  es- 
sentially treats  it  as  a  quasi-governmental  body  and  it  is  accorded 
some  stature  in  official  circles. 

A  country  like  Denmark  has  two  different  commissions,  one  very 
populist  in  nature.  They  have  TV  shows.  They  hold  Bioethics  Days. 
Then  the  other  has  a  slightly  more  academic  bent.  And  France 
also. 

The  Chairman.  Is  this  all  developed  in  the  report? 

Ms.  Nishimi.  Yes,  it  is. 

The  Chairman.  Good.  Thank  you  very  much.  You  have  been  very 
helpful.  We  will  be  drawing  on  you  for  guidance  as  we  move  along. 

Our  next  panel:  Alexander  Capron,  professor  of  law  and  medi- 
cine, University  of  Southern  California,  former  chairman  of  the 
Bioethics  Advisory  Commission. 

Susan  Tolle,  professor  of  medicine  at  the  Oregon  Health  Sciences 
University,  a  bioethicist  and  practicing  internist  involved  in  the  Or- 
egon plan. 
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Ken  Ryan,  professor  of  obstetrics  and  gynecology,  Harvard  Medi- 
cal School,  former  Chairman  of  the  National  Commission  and  a 
past  member  of  the  Bioethics  Advisory  Committee. 

We  are  glad  to  have  all  of  you.  Good  to  see  you  again. 

Mr.  Capron,  I  know  you  are  under  the  gun  on  time,  so  maybe  we 
will  start  off  with  you. 

STATEMENTS  OF  ALEXANDER  M.  CAPRON,  HENRY  W.  BRUCE 
UNIVERSITY  PROFESSOR  OF  LAW  AND  MEDICINE,  UNIVER- 
SITY OF  SOUTHERN  CALIFORNIA,  LOS  ANGELES,  CA;  DR. 
SUSAN  W.  TOLLE,  PROFESSOR  OF  MEDICINE,  AND  DIREC- 
TOR, CENTER  FOR  ETHICS  LN  HEALTH  CARE,  OREGON 
HEALTH  SCIENCES  UNIVERSITY,  PORTLAND,  OR,  AND  DR. 
KENNETH  J.  RYAN,  DLRECTOR,  CENTER  FOR  ETHICS, 
BRIGHAM  AND  WOMEN'S  HOSPITAL,  BOSTON,  MA 

Mr.  Capron.  Mr.  Chairman,  thank  you  for  inviting  me  to  appear 
before  you  on  the  subject  of  whether  to  recommend  the  establish- 
ment of  one  or  more  governmental  bodies  that  would  address  the 
ethical,  legal,  and  social  issues  that  are  generated  in  health  care 
and  biomedical  and  behavioral  research.  With  your  consent,  I  have 
submitted  a  statement  which  I  would  ask  to  have  published  in  the 
record,  and  I  will  just  summarize  my  remarks. 

As  you  may  recall,  I  first  testified  on  this  subject  in  hearings  you 
held  20  years  ago  that  led  to  the  National  Commission.  Having 
served  as  a  consultant  to  that  Commission,  as  executive  director  of 
the  President's  Commission,  and  as  Chair  of  what  you  described  as 
the  ill-fated  Biomedical  Ethics  Advisory  Committee,  as  well  as 
serving  on  several  of  those  other  groups  in  NIH  and  OTA  which 
you  asked  Dr.  Nishimi  about,  I  speak  today  from  the  sum  of  these 
experiences  as  much  as  from  any  analytic,  academic  perspective. 

My  conclusion  is,  indeed,  that  the  United  States  needs  and  would 
benefit  from  a  new  commission  at  the  highest  level  of  Government, 
mandated  to  report  on  a  broad  range  of  bioethical  issues.  The  task, 
I  think,  is  to  find  a  means  that  will  satisfy  that. 

I  will  briefly  touch  on  three  points:  the  need  for  a  public  body, 
the  prospects  of  benefit,  and  the  characteristics  of  the  body. 

Unlike  the  skepticism  that  was  voiced  25  years  ago  when  then- 
Senator  Walter  Mondale  first  proposed  a  National  Committee  on 
Health  Science  and  Society,  I  do  not  think  there  can  be  much  doubt 
that  biomedical  research  and  health  care  raise  important  and  dif- 
ficult issues  that  need  to  be  addressed  in  a  thoughtful  fashion.  And 
as  Senator  Mondale  said  at  the  time,  we  can  assume  that  the  pub- 
lic is  going  to  get  involved  with  those  issues,  so  the  question  is 
merely,  and  I  quote,  "whether  they  will  be  involved  in  a  sophisti- 
cated, responsible  way,  or  whether  we  will  be  acting  out  of  igno- 
rance or  prejudice,  because  of  the  absence  of  a  responsible  ap- 
proach." 

Our  experience  with  the  National  and  President's  Commissions 
demonstrate  how  substantial  and  complex  the  issues  pressing  for 
attention  could  be.  However  successful  these  bodies  may  have  been, 
they  did  not  end  the  need  for  further  study.  Indeed,  in  its  final  re- 
port, "Summing  Up,"  the  President's  Commission  noted  that  it 
made  no  claim  of  either  exhausting  the  range  of  important  con- 
cerns that  deserve  to  be  addressed  or  of  closing  the  book  on  the  is- 
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sues  that  it  had  studied.  And  it  pointed  in  particular  to  several  top- 
ics, such  as  medically  assisted  reproduction,  the  control  of  the 
aging  process,  and  developments  in  the  neurosciences,  that  were  al- 
ready worthy  of  attention  even  as  the  Commission  was  closing  its 
doors. 

The  decade  since  then  has  only  added  to  the  list  of  areas  where 
it  would  be  very  useful  to  be  able  to  turn  to  a  body  like  the  Presi- 
dent's Commission  for  analysis  and  advice:  for  example,  research 
on  HIV  infection  and  AIDS  and  the  treatment  for  its  victims;  the 
burgeoning  techniques  of  genetic  diagnosis  and  treatment;  care  for 
the  elderly  and  demented,  particularly  those  without  family  or 
close  friends  to  play  the  role  of  surrogate  decisionmaker;  genome 
mapping,  including  studies  of  large  family  pedigrees  and  of  isolated 
aboriginal  populations;  and  a  wide  range  of  topics  in  human  sub- 
jects research,  from  the  criteria  used  to  identify  research  areas  to 
pursue  to  appropriate  division  of  the  costs  of  clinical  studies  be- 
tween research  sponsors  and  patients  and  their  insurers. 

What  all  of  these  areas  have  in  common  is  that  they  involve 
practices  that  are  either  not  adequately  addressed  by  prevailing 
norms  of  science  and  society  or  that  at  least  are  in  tension  with 
these  norms.  They  are,  in  other  words,  areas  in  which  disagree- 
ments about  what  is  proper  and  appropriate  can  be  expected  to 
arise  and  to  need  careful  attention  if  they  are  to  be  resolved  in  a 
way  that  is  satisfactory  to  a  large  number  of  people,  particularly 
those  with  the  most  immediate  stake  in  a  particular  area,  such  as 
the  physicians  and  patients  involved. 

With  this  brief  sketch  of  the  need,  I  will  turn  to  the  equally  cur- 
sory look  at  the  second  question:  What  are  the  prospects  of  benefit 
from  a  public  commission  responding  to  this  need?  This  breaks 
down  into  several  sub-questions:  Why  does  the  body  have  to  be 
public?  If  public,  why  does  it  have  to  be  a  Federal  commission?  Can 
a  Federal  commission  provide  useful  advice? 

Organizations  of  health  care  professionals  and  a  large  number  of 
scholars  and  bioethics  research  centers  have  produced  studies  and 
reports  that  can  be  a  rich  source  for  thoughtful  analysis,  particu- 
larly when  they  reflect  multidisciplinary  interaction.  Yet  such  work 
lacks  any  necessary  claims  of  public  attention  or  authority.  More- 
over, to  the  extent  that  these  efforts  are  truly  scholarly,  both  their 
objects  and  their  products  may  be  too  esoteric  to  interest  the  gen- 
eral public  or  policymakers,  and  operating  with  an  official  imprima- 
tur, the  individual  bioethicist  or  bioethics  group  will  not  necessarily 
be  able  to  gather  the  factual  information  from  all  relevant  sources, 
especially  government  agencies,  or  intellectual  contributions  from 
the  most  appropriate  individuals. 

For  all  these  reasons,  the  bodies  to  which  we  turn  for  analysis 
and  resolution  of  the  pressing  bioethics  issues  ought  to  operate 
with  public  authorization. 

If  the  body  is  public,  why  should  it  be  Federal?  After  all,  as  you 
have  just  heard,  some  valuable  work  has  emerged  at  the  State 
level.  But  the  issues  do  not  stop  at  State  borders,  even  when  they 
are  traditionally  matters  of  State  regulation.  Further,  some  of  the 
most  important  issues— -for  example,  around  research  and  the  dis- 
tribution of  health  care  resources — are  decidedly  national  topics. 
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As  an  alternative  to  any  specialized  undertaking,  perhaps  we 
could  leave  resolution  to  the  existing  agencies,  courts,  or  legislative 
bodies.  But  while  they  will  serve  ultimately  to  pass  the  policy  judg- 
ments, they  need  advice  beyond  what  tney  can  generate  them- 
selves. 

So  then  the  question  is  will  a  Federal  commission  work,  and  I 
think  from  the  staff  this  was  where  my  advice  was  being  particu- 
larly sought  from  my  experience. 

Looking  at  that  experience  over  the  past  20  years,  I  believe  that 
it  can  be  said  with  some  confidence  that  such  groups  do  provide 
valuable  services.  Dr.  Kenneth  Ryan  being  here,  I  will  not  com- 
ment on  the  work  of  the  National  Commission  more  than  to  say 
that  I  think  it  is  a  widely  held  view  among  experts  in  the  field  that 
the  National  Commission's  reports  on  its  core  issues  of  the  prin- 
ciples and  practical  measures  that  should  guide  research  with 
human  subjects  are  very  highly  regarded  and  have  had  enormous 
practical  influence  for  the  good,  as  you  noted,  Mr.  Chairman,  in 
leading  to  the  regulations  throughout  the  Federal  Government. 

I  obviouslv  cannot  speak  of  the  President's  Commission  work 
with  equal  dispassion,  but  perhaps  it  would  be  useful  for  me  to  re- 
view that  work  briefly  for  you.  The  Commission  was  authorized  in 
1978  and  instructed  to  report  on  six  specific  and  widely  divergent 
topics,  including  a  report  required  every  2  years  on  the  protection 
of  human  subjects — in  effect,  a  continuation  of  the  work  of  the  Na- 
tional Commission. 

In  the  39  months  that  followed  the  swearing-in  of  the  initial 
group  of  11  Commissioners  at  the  White  House  in  January  of  1980, 
the  President's  Commission  held  more  than  2  dozen  meetings,  in- 
cluding a  number  outside  Washington.  The  original  Commissioners 
were  replaced,  following  resignations  and  term  expirations,  by  a 
total  of  10  new  Commissioners.  And  the  Commission,  with  the  help 
of  the  staff  that  numbered  about  20  at  any  one  time,  prepared,  re- 
vised, and  disseminated  11  reports.  Of  these  two,  the  Summing 
Up"  document,  which  was  a  precis  of  the  work,  and  another  vol- 
ume, "Whistleblowing  in  Biomedical  Research,"  which  was  really  a 
report  of  the  proceedings  at  a  symposium,  are  not  actual  sub- 
stantive reports,  of  which  there  were  9:  6  on  mandated  topics  and 
1  one  report  in  response  to  a  request  for  the  President  on  genetic 
engineering  in  human  beings,  1  at  the  request  of  the  Ethics  Advi- 
sory Board,  which  was  being  ushered  out  of  existence  at  the  time, 
where  we  took  on  the  subject  of  compensating  for  research  injuries, 
and,  finally,  1  report,  probably  our  most  influential,  on  life-sustain- 
ing medical  treatment,  which  we  undertook  at  our  own  initiative. 

In  my  written  statement,  I  provide  a  thumbnail  sketch  of  each 
report  and  evaluate  its  impact.  I  would  conclude  that  five  of  the  re- 
ports had  certainly  significant  impact,  in  some  cases  becoming  sem- 
inal documents  in  their  field  and  in  others  leading  to  substantial 
changes  in  law  and  professional  practice.  Four  reports  had  less  no- 
ticeable impact,  although  in  some  cases  even  these  have  yielded  re- 
sults slowly  or  have  been  returned  to  for  advice  that  some  have 
now  labeled  prescient. 

Almost  uniformly,  even  critics  of  individual  reports  have  praised 
the  Commission  for  presenting  its  findings  and  conclusions  in  a 
fashion  that  was  accessible  to  the  general  public,  with  sufficient 
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specificity  to  be  of  use  to  policymakers  and  professionals,  and  with 
adequate  justification  in  ethical  terms.  Literally  tens  of  thousands 
of  copies  of  each  of  the  reports  were  distributed  upon  request  of  the 
Commission  and  sold  by  the  Government  Printing  Office,  and  my 
own  travels  around  the  country  in  the  past  10  years  have  given  me 
many  occasions  to  see  that  these  have  been  frequently  passed  from 
hand  to  hand,  dogeared  and  carefully  studied  by  colleagues  seeking 
to  resolve  issues,  establish  policies,  and  provide  education. 

Having  identified  a  need  and  related  one  set  of  experiences  to 
show  that  a  Federal  commission  can  fulfill  that  needs,  it  remains 
to  describe  the  characteristics  of  a  body  that  will  lead  to  success. 

First,  on  the  question  of  mandate,  the  Commission  should  have 
a  broad  mandate,  in  my  view,  at  the  level  of  policy  and  general 
guidance  with  no  responsibility  to  review  the  ethical  acceptability 
of  individual  protocols,  a  task  that  needs  to  be  addressed,  however, 
preferably  by  a  reconstituted  Ethics  Advisory  Board  as  required  by 
the  DHHS  regulations.  The  reason  for  breadth  in  the  mandate  is 
that  the  issues  inter-relate,  and  the  conclusions  that  the  commis- 
sioners reach  in  one  area  will  make  it  easier  for  them  to  study  and 
resolve  subsequent  issues,  and  the  existence  of  an  experienced  staff 
will  lessen  the  time  and  expense  required.  Furthermore,  it  is  im- 
portant that  they  be  concerned  about  the  possible  implications  of 
their  conclusions  in  one  area  for  other  areas,  lest  they  are  either 
unintentionally  blinkered  in  their  outlook  or  willfully  parochial. 

If  the  group  does  a  good  job  in  resolving  issues,  the  credibiMty 
of  its  conclusions  on  subsequent  topics  will,  and  should,  be  en- 
hanced. All  of  these  advantages  are  lost  if  the  panel  is  constituted 
on  an  ad  hoc  basis  to  address  a  single  issue.  It  is  important  for 
Congress  to  specify  a  number  of  issues  that  seem  most  in  need  of 
attention,  but  also  to  permit  the  commission  to  add  further  topics 
in  the  general  field. 

Duration:  There  are  good  arguments  to  be  made  for  either  a 
time-limited  or  a  standing  body.  Perhaps  a  "sunset  clause"  provides 
the  best  compromise.  It  sets  an  initial  date  for  termination,  which 
provides  a  goad  for  productivity,  but  permits  an  easy  means  for 
continuing  the  commission  if  that  is  merited. 

Location  and  membership:  It  is  on  this  topic  that  the  three  con- 

Sessionally  sanctioned  bioethics  bodies  can  usefully  be  compared, 
y  belief  is  that  the  movement  between  the  National  Commission 
and  the  President's  Commission  was  good  in  that  it  produced  a 
group  with  greater  visibility,  higher  prestige,  broader  mandate,  and 
more  independence;  whereas,  the  movement  between  the  Presi- 
dent's Commission  and  the  BEB/BEAC  was  misguided  in  that  it 
{produced  a  group  more  subject  to  special  interest  politics  and  with 
ess  independence. 

I  do  not  want  to  overgeneralize  from  a  small  sample,  but  it 
seems  likely  that,  given  the  volatility  of  some  issues  in  bioethics, 
any  arrangement  that  ties  the  commission  too  closely  to  Congress 
will  result  in  an  appointment  process  that  looks  for  "balance"  in 
ideological  terms  and  results  in  a  group  that  is  not  only  potentially 
polarized  but  consists  of  at  least  some  members  who  regard  them- 
selves, and  are  regarded  by  others,  as  "representatives"  of  the 
groups  or  organizations  that  lobbied  for  their  appointment  Fur- 
thermore, a  group  located  too  close  to  Congress  does  not  serve,  for 
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your  purpose,  Mr.  Chairman,  one  of  the  most  useful  (unctions  of  a 
commission,  which  is  to  permit  sensitive  topics  to  be  removed  from 
the  political  arena  and  considered  in  a  more  deliberate  fashion  dur- 
ing which  individuals  who  started  out  with  differing  views  are 
often  able  to  discover  a  great  deal  of  common  ground,  as  you  were 
discussing  with  Senator  Hatfield,  especially  once  the  issue  has  been 
refined  and  the  relevant  data  more  fully  developed. 

Vesting  the  appointment  power  in  the  President,  subject  to  cer- 
tain categorical  requirements  to  ensure  diversity  of  views  and  expe- 
rience, provides  Congress  and  the  public  with  adequate  assurance 
that  the  intended  purposes  will  be  carried  out.  The  power  over  ap- 
propriations further  ensures  that  if  the  President  or  the  commis- 
sion itself  were  to  deviate  too  far  from  the  congressional  expecta- 
tions, the  work  can  be  reined  in  or  halted. 

Audience  and  response:  The  commission  should  be  required  to  re- 
port to  the  President,  to  Congress,  and  to  any  departments  or  agen- 
cies affected  by  its  recommendations,  but  these  do  not  begin  to  ex- 
haust the  potential  audience  for  its  reports,  which  may  include  in- 
dividuals, as  patients  or  professionals,  as  well  as  State  legislators 
and  judges  and  officers  of  health  care  institutions. 

For  those  recommendations  that  are  addressed  to  departments 
and  agencies,  action-forcing  authority  is  highly  desirable. 

Finally,  funding  and  staffing:  Depending  on  the  size  of  the  man- 
date, staff  in  the  range  of  20  FTE  s  and  an  annual  appropriation 
of  about  $2  million  should  be  adequate.  It  is  important  that  the 
commission  receive  a  direct  appropriation  to  ensure  its  independent 
and  that  it  have  the  right  to  hire  its  own  staff. 

Plainly,  there  is  much  more  that  can  be  said  about  "doing  ethics 
in  public"  through  a  Federal  commission  charged  to  report  on  the 
ethical,  social,  and  legal  implications  of  biomedical  and  behavioral 
research  and  practices.  I  appreciate  the  opportunity  to  share  these 
observations  with  your  committee,  and  I  would  be  pleased  to  re- 
spond to  any  questions  you  may  have,  Mr.  Chairman. 

Thank  you. 

The  Chairman.  Thank  you  very  much.  Your  comments  have  been 
very  helpful. 

[The  prepared  statement  of  Mr.  Capron  follows:] 
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Prepared  Statement  of  Alexander  Morgan  Capron 

MR.  CHAIRMAN,  Members  of  the  Committee,  and  Senator  Hatfield:  Thank  you  for 
inviting  mr  to  appear  before  you  today  on  the  subject  of  "Biomedical  Ethics  and  U.S.  Public 
Policy."    Stated  in  this  way,  the  topic  for  the  hearing  ii  very  broad,  hut  I  take  it  that  the 
heart  of  the  question  before  this  Committee  it  whether  to  recommend  the  establishment  of 
one  or  more  governmental  bodio*  that  could  address  the  ethical,  legal,  and  social  issues  that 
arc  generated  in  health  care  and  biomedical  and  behavioral  research.   The  purpose  of  my 
testimony  is  to  explain  why  I  believe  you  should  reach  an  affirmative  answer  to  this 
question. 

As  you  know,  1  do  not  approach  this  topic  frtt  of  bias— or,  as  I  mould  prefer  to  see  it, 
innocent  of  personal  experience,  having  been  involved  with  the  three  bodies  established  by 
Congteti  in  this  area.   1  served  as  a  consultant  to  the  National  Commission  for  the 
Protection  of  Human  Subjects  of  Biomedical  and  Behavioral  Research  (1974-78),  as  the 
Executive  Director  of  the  President's  Commission  for  the  Study  of  Ethical  Problems  in 
Medicine  and  Biomedical  and  Behavioral  Research  (1979-83),  and  as  Chair  of  the  Biomedical 
Ethics  Advisory  Committee  (1988-90).   I  am  now  and  have  been  on  a  number  of  the  more 
narrowly  focused  efforts  to  addiess  bioethical  issues,  such  as  NlfTt  Recombinant  DNA 
Advisory  Committee  and  its  Subcommittee  on  Human  Gene  Therapy,  the  Task  Force  on 
Genetic  Information  and  Insurance  of  the  ELSI  Branch  at  the  National  Center  for  Human 
Genome  Research,  and  various  panels  at  the  Office  of  Technology  Assessment.  It  it  the  lum 
of  these  experiences  at  much  as  any  academic  analysis  that  leads  me  to  conclude  that  the 
United  States  needs  and  would  benefit  from  «  new  commission  it  the  highest  level  of 
government  mandated  to  report  on  a  broad  range  of  bioethia  issues.  The  task,  then,  h  to 
find  means  suited  to  the  objective. 

To  organize  my  remarks,  perhaps  It  would  be  best  for  me  to  address  the  three  points 
I  just  mentioned,  in  turn:  the  need  for  a  public  body,  the  prospects  of  benefit  from  such  a 
body,  and  the  characteristics  of  tuch  I  group  that  I  believe  would  make  it  best  able  to 
provide  those  benefits.   In  all  of  this,  I  will  attempt  to  substantiate  my  conclusions  by 
reference  to  the  past  federal  experience. 
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TIIE  NEED 

Twenty -five  yean  bro,  when  then-Senator  Wetter  Mondile  fint  proposed  ■  'National 

Committee  on  Health  Science  and  Society*  (S.J.  Rei.  145,  90th  Cong.,  2d  Sen.),  the  term 

'bloethics*  hadn't  yet  been  coined.  At  the  Senate  committee  hearings  in  March  1961, 

attention  was  focused  on  human  heart  transplamaiion-whlch  had  first  been  undertaken  only 

months  before.  And  several  of  the  leading  physidanscientlsts  who  appeared  took  a  dim  view 

of  the  proposal  because  they  couldn't  see  any  benefit  from  Involving  'theologians,  lawyers, 

philosophers,  and  others,"  u  thv  ;  put  It,  In  their  work.  Senat6r  Mondale  disagreed  because, 

as  he  said,  we  can  assume  the  public  will  become  Involved  and  the  question  is  merely 

whether  they  will  be  involved  In  a  sophisticated,  responsible  way,  or 
whether  we  *  ill  be  acting  out  of  ignorance  or  prejudice,  because  of  the 
absence  of  a  responsible  approach. 

Over  the  next  few  years,  as  further  biomedical  developments  arose  or  were 
predicted-prenatal  diagnosis  of  genetic  disorders,  electrical  stimulation  of  the  brain,  in  vilrv 
fertilintion,  and  human  denlng-he  put  forward  further  proposals.   The  resolution  he 
Introduced  in  1971,  with  Senators  Kennedy  and  Pell  among  its  co-sponsors  (S.J.  Res  75,  92d 
Con.,  1st  Sess),  was  eventually  approved  by  the  Senate  as  amended  on  Dec.  2,  1971,  but  not 
passed  by  the  House. 

While  the  ethical  and  social  issues  associated  with  biomedical  developments  of  this 
type  were  not  compelling  enough  to  convince  Congress  to  establish  i  national  body,  the 
sense  of  outrage  and  alarm  generated  by  several  instances  of  unethical  biomedical  research 
were.  In  the  wake  of  the  revelations  of  the  Tuskegee  Syphilis  Study  and  of  experiments  on 
inmates  in  prisons  and  mental  hospitals,  the  Health  Subcommittee  of  your  Committee  on 
Labor  and  Public  Welfare  held  10  dsys  of  hearings  between  February  and  July  1973  on  how 
the  promising  fruits  of  biomedical  research  could  be  harvested  and  used  in  an  ethical  fashion. 
By  that  time,  1  suspect  that  none  of  us  who  testified— and  none  of  those  such  as  the  Chair 
•ltd  Senator  Pell  who  asked  the  question-had  my  doubt  that  the  Nation  needed  a  mcani  to 
provide  a  thorough  going  examination  of  research  with  human  subjects.  The  reault,  of 
course,  was  Title  II  of  the  National  Research  Act  of  1974,  which  among  other  things 
established  the  National  Commission  for  the  Protection  of  Human  Subjects  of  Biomedical 
and  Behavioral  Research  (National  Commission).  That  group  did  an  excellent  job  of 
addressing,  clarifying,  and  even  resolving  many  of  the  central  Issues  In  human  subjects 
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research;  it*  recommendations  provide  the  core  of  the  regulations  that  now  govern 
biomedical  and  behavioral  research  with  human  aubjecti  it  Institutions  supported  by  ill 
federal  departments  and  agencies. 

!  think  it  is  generally  agreed  that  the  National  Commission  did  a  less  adequate  job  of 
addressing  "the  ethical,  social,  and  lega]  implications  of  advances  In  biomedical  and  behavioral 
research  and  technology,'  the  to-called  'Special  Study"  assigned  to  it  based  en  Senator 
Mondale's  earlier  resolutions  (Pub.  L.  93-348,  Sec.  203).   The  problem  lay  not  in  the  topic 
itself  but  in  its  being  otitside  the  main  area— human  subjects  research— to  which  the 
Commission  was  devoted.   The  need  for  an  examination  of  this  broader  terrain  only  became 
more  acute  and  obvious  during  that  period,  however.   Therefore,  ft  was  not  surprising  that 
when  the  National  Commission  completed  its  work  in  1978,  the  Congress  decided  to  create  a 
new  commission  with  government-wide  jurisdiction  and  with  a  mandate  to  examine  itiuei  in 
medical  practice  and  healthcare  delivery  as  well  as  in  research. 

In  a  few  moments  !  will  attempt  a  quick  review  of  the  work  of  that  group— the 
President's  Commission  for  the  Study  of  Ethical  Problems  in  Biomedical  and  Behavioral 
Research  (President's  Commission).   However  successful  its  reports  were,  it  did  not  end  the 
need  for  further  study.  Indeed,  in  Its  final  report,  Summing  Up,  the  Commission  noted  that 
It  made  no  claim  "of  either  exhausting  the  range  of  important  concerns  that  deserve  to  be 
addressed  or  of  closing  the  book  on  the  issues  it  has  studied''  (p.  14).   And  it  pointed  in 
particular  to  several  topics  (such  as  medically  assisted  reproduction,  control  of  the  aging 
process,  and  developments  in  the  neurosciences)  that  wer   already  worthy  of  attention  even 
as  the  Commission  was  closing  its  doors.   The  decade  since  then  has  only  added  to  the  li»t  of 
areas  where  it  would  br  very  useful  lo  be  able  to  turn  to  a  body  like  the  President's 
Commission  for  analysis  and  advice:  research  on  HTV  infection  and  AIDS  and  treatment  for 
Its  victims;  the  burgeoning  techniques  of  genetic  diagnosis  and  treatment;  care  for  the  elderly 
and  demented,  particularly  those  without  family  or  close  friends  to  play  the  role  of  surrogate 
decisionmaker;  genome  mapping,  including  studies  of  large  family  pedigrees  and  of  isolated 
aboriginal  populations;  and  a  wide  range  of  topics  in  human  subjects  research,  from  the 
criteria  used  to  identify  research  areas  to  pursue  (particularly  relevant  to  research  touching  nn 
the  health  of  women,  minorities  and  children)  to  appropriate  division  of  the  cost*  of  clinical 


48 

studies  between  research  sponsor!  and  patient!  and  their  insurers.   What  all  of  these  areas 
have  in  common  is  that  they  involve  practices  that  are  either  not  adequately  addressed  by  the 
prevailing  norms  of  science  and  society  or  that  at  least  are  in  tension  with  these  norms;  they 
are,  in  other  words,  areas  in  which  disagreements  about  what  is  proper  and  appropriate  can 
be  expected  to  arise  and  to  need  careful  attention  if  they  are  to  be  resolved  in  a  way  that  is 
satisfactory  to  a  large  number  of  people,  particularly  those  with  the  most  immediate  stake  in 
the  particular  area  (such  u  the  physicians  and  patients  Involved). 

THE  TROSPECT  FOR  BENEFIT 
With  this  brief  sketch  of  the  need,  let  ut  turn  to  an  equally  cursory  look  at  the  second 
question:  what  are  the  prospects  of  benefit  from  a  public  commission  responding  to  this 
need?    This  breaks  down  into  several  sub-questions;  why  does  the  body  have  to  be  public?   if 
public?   does  it  have  to  be  a  federal  commission?   can  a  federal  commission  provide  useful 
advice?  , 

WHY  PUBLIC? 

Topics  of  the  type  I've  Just  mentioned  are  clearly  important  and  timely.  Thus,  It  ia 
hardly  surprising  that  even  in  the  absence  of  a  federal  commission,  the  questions  have  not 
gone  unattended.   Professional  groups— such  as  the  American  Fertility  Society,  the  American 
College  of  Physicians,  and  the  American  Academy  of  Pediatrics— have  formed  ethics 
committees  to  address  these  issues.   All  such  efforts  ere  to  be  lauded,  but  even  when  they 
produce  thoughtful  conclusions,  they  are  likely  to  be  of  limited  value  or  effect  precisely 
because  the  Issues  transcend  the  competence  or  authority  of  any  profession.  Indeed,  at  the 
heart  of  the  field  of  bioethict  has  been  the  premise  that  the  issues  involved  cannot  be  left  to 
biomedical  professionals  in  a  democratic  society  based  upon  the  worth  and  autonomy  of  each 
person.   Even  when  professional  groups  reach  out— such  as  through  the  Joint  Committee  on 
Biomedical  Ethics  of  the  I-os  Angeles  County  Medical  Association  and  Los  Angeles  County 
Bar  Association,  or  the  National  Advisory  Board  on  Ethics  in  Reproduction  (NABER) 
Sponsored  by  the  American  College  of  Obstetrics  and  Gynecology— their  work  can 
contribute  to  the  resolution  of  these  Issues  but  cannot  claim  to  be  a  substitute  for  a  publicly 
sanctioned  process. 

Likewise,  the  growth  of  bioethics  as  a  field  of  research  and  teaching  has  led  not  only 
to  the  production  of  many  people  who  formally  identify  themselves  as  'bioethicistt*  (as 
opposed  to  those  of  us  who  Just  stumbled  into  the  field  and  who  tend  to  see  it  as  inherently 


49 

interdisciplinary),  but  has  also  resulted  In  a  flood  of  scholarly  writing  by  individuals  and 
collaborative  documents  under  tfie  auspices  of  the  many  bioelhic*  centers  acron  the  country. 
Again.  tl<i»  work  can  be  •  ricb  source  for  thoughtful  analysis  and  hai  the  advantage  of 
coming  from  outside  ihr  professions  involved,  often  indeed  with  in  multi-disciplinary 
background.    Yet,  like  the  work  of  the  ethics  bodies  within  professional  associations,  it 
cannot  pretend  to  speak  with  any  public  authority.   Moreover,  to  the  extent  thai  these 
efforts  are  truly  scholarly,  both  their  objects  and  their  products  may  be  too  esoteric  to 
interest  the  general  public  or  policymakers,  and,  operating  without  an  official  imprimatur, 
the  individual  bioetliicist  or  bioeihics  group  will  not  necessarily  be  able  to  obtain  factual 
information  from  all  relevant  sources  (especially  within  government  agencies)  or  Intellectual 
contributions  from  the  most  appropriate  Individuals. 

For  all  these  reasons,  the  bodies  to  which  we  turn  for  analysis  and  resolution  of  the 
pressing  bioethical  issues  ought  to  operate  with  pubb'c  authorization.   Such  authority  bestows 
exceptional  powers  to  gather  relevant  data  and  analysis  (derived  both  from  statutory 
authority  and  simply  from  its  prominence  in  the  field),  just  u  h  also  carries  special 
responsibilities  to  reach  out  widely  to  learn  the  full  range  of  informed  opinion  within 
society,  to  weigh  such  information  in  an  open  and  thoughtful  manner,  and  to  fashion  h$ 
results  in  a  way  that  respects  the  fundamental  values  of  the  society.     As  the  President's 
Commission  concluded  in  Summing  Up: 

In  a  pluralistic  society,  a  commission  on  bioeihics!  Issues  can  serve  as  more 
than  t  fotuni  for  the  airing  of  differences  on  matters  of  concern,  and  more  even 
than  as  a  catalyst  to  force  a  closer  look  at  the  unexamined  ways  that  health  care 
decisions  have  traditionally  been  made.  It  can  also  articulate  the  broad  area  of 
ap.rermem  that  already  exists  In  this  country  on  most  of  the  issues  at  stake— and 
it  can,  if  it  is  fortunate,  provide  the  means  for  enlarging  the  field  of  common 
agtcrment  and  for  reassuring  those  who  dvly  face  the  challenges  of  making 
bioethical  decisions  as  patients,  professionals,  or  public  servants.  Finally,  a 
commission  on  bioethics  can  play  an  Important  part  In  engendering  and 
cncourif.inp.  the  process  by  which  a  vibrant  and  ever-developing  society 
reexamines,  revises,  and  reaffirms  its  system  of  values  and  belief— a  sys  em  In 
which  the  jasuea  of  medicine  and  research  are  significant  but  not  alone. 

WHY  A  FEDERAL  COMMISSION? 

If  one  agrees  that  matters  of  the  importance  we  are  talking  about  here  need 

examination  by  a  public  body,  in  addition  to  any  scholarly,  professions!,  or  other  private 

bodies,  need  that  group  be  a  federal  commission?    Certainly,  we  have  seen  some  substantial 

value  emerge  at  the  state  level,  both  from  broadly  based  grass  roots  groups  (loosely 

configured  into  the  American  Health  Decisions  movement)  and  from  officially  established 
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groups  (such  as  the  New  York  State  Task  Force  on  Life  and  Use  Law).    Yet  the  issues  are 

obviously  ones  that  don't  nop  at  itate  borders,  even  when  they  ire  traditionally  matter*  of 

state  regulation,  such  as  in  family  law  and  the  licensing  of  healthcare  professionals.   Further, 
some  of  the  most  important  issues— for  example,  around  research  and  the  distribution  of 

healthcare  resources— are  decidedly  national  topics.  Thus,  while  state  efforts  are  valuable 

—both  in  addressing  topics  that  have  not  been  resolved  nationally  and  in  implementing  the 

national  resolution  with  a  sensitivity  to  local  circumstances— they  arc  no  substitute  for  the 

national  process. 

An  alternative  to  any  specialized  undertaking  in  this  field  would  be  to  leave  resolution 
of  the  issues  as  they  arise  to  existing  institutions.   Without  a  doubt  some  issues  arc  going,  for 
example,  to  be  presented  during  the  course  of  litigation  and  will  therefore  become  the  subject 
of  judicial  resolution.  Yet  It  Is  remarkable  how  frequently  courts  (both  state  and  federal) 
have  included  in  their  decisions  in  these  cases  (involving,  typically,  Issues  of  death  and  dying 
and  issues  of  assisted  reproduction)  a  heartfelt  plea  for  guidance  from  others;  where  such 
pleas  have  been  less  noticcsblc  is  precisely  In  those  areas  where  past  efforts  by  groups  like  the 
National  and  President's  Comm.ssions  have  provided  just  the  sort  of  guidance  the  courts 
needed. 

Often,  the  courts  have  looked  to  the  legislature  for  guidance.   And  on  both  the  state 
and  federal  levels  it  it  apparent  that  many  of  these  bloethJcs  Issues  may  need  to  be  addressed 
thiough  formal  law-nuking,  either  by  statute  or  by  the  rule-making  authority  delegated  by 
statute  to  executive  departments  and  agencies.   Thus,  any  national  commission  cannot  be 
expected  to  be  a  substitute  for  such  existing  bodies.   But  neither  arc  such  bodies  a  good 
substitute  for  commissions  of  the  sort  that  have  operated  in  this  field.   Simply  put,  as  you 
well  know,  Congress  and  its  committees  are  already  overwhelmed  by  the  need  to  resolve 
countless  acute  issues.   Furthermore,  the  inherently  poUtical  atmosphere  of  the  legislative 
process,  with  the  demands  of  constituency  groups  and  special  Interests,  may  force  polar 
positions  where  under  other  circumstances  a  large  body  of  agreement  exists. 

Given  the  pressures  of  time  for  legislators  and  their  staff,  opportunities  for  extended 
analysis  of  a  subject,  along  with  broad  canvasing  of  public  and  scholarly  opinion,  are  few  and 
far  between.   This  is  true  of  the  executive  branch  as  well.   For  example,  the  Recombinant 
DNA  Advisory  Committee  (P.AC)  at  the  National  Institutes  of  Health  responded  to  the 
recommendations  of  the  President'*  Commission  In  its  report  Splicing  Life  by  establishing  the 
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Huinm  Gene  Therapy  Subcommittee  to  provide  •  means  of  reviewing  proposals  involving 
the  uie  of  recombinant  DNA  technique!  on  human  being!  and  to  continue  to  explore  the 
lnuc«  that  would*  be  pn<cd  by  the  exteniion  of  theie  techniques  into  genetic  enhancement 
and  germ-line  gene  therapy.  Yet,  although  development!  in  gene  therapy  have  been  an 
important  that  the  R AC  haa  ebiorbed  the  work  of  the  Subcommittee,  the  demand*  for 
review  of  protocol!  involving  gene  tranifer  experiment!  nave  been  »o  unrelenting  that  the 
RAC  hai  had  no  time  for  leveral  yean  to  give  even  the  mow  cursory  attention  to  the  larger 
(and  perhaps  more  troubling)  issue!  of  genetic  enhancement  and  germ-line  therapy. 
WILL  A  FEDERAL  COMMISSION  WORK? 

If  the  turn  of  what  1  have  said  thus  far  is  that  we  need  a  public  body,  that  this  body 
shuuht  be  at  the  national  level,  and  that  evicting  mechanism!  (the  courts,  Congrei!)  are  not 
adequate  for  the  ta«V  at  hand,  can  we  aay  with  any  confidence  that  such  an  approach  will 
work?  Perhaps,  when  the  Chairman  held  the  hearing!  on  human  experimentation  In  1973 
and  then  erafted  the  National  Commission  to  mpond  to  the  problems  that  had  been 
uncovered,  there  might  have  been  reason  for  doubt  on  this  subject.  But  with  the  experience 
of  the  past  twenty  years,  I  believe  that  it  can  be  said  with  confidence  that  such  groups  can 
succeed  in  exactly  the  ways  that  we  need.  Since  Dr.  Kenneth  Ryan,  who  chaired  the 
National  Commisiion,  is  also  testifying  today,  I  need  do  nothing  more  than  to  provide  what 
I  believe  to  be  the  widely  held  view  among  experts  in  the  field  that  the  National 
Commission'!  report!  on  Its  core  Issue  of  the  principles  and  practical  measure!  that  audi 
guide  research  with  human  subjects  are  very  highly  regarded  and  have  had  enormous 
practical  influence  for  the  good. 

I  cannot  speak  about  the  President's  Commission  with  equal  dispassion,  but  perhaps  h 
would  still  be  useful  for  me  to  review  its  work  briefly.  The  Commission  w«  authorized  in 
1971  and  instructed  to  report  on  six  specified  and  widely  divergent  subjects  (including  a 
required  report,  every  two  years  on  the  protection  of  human  subject*— in  effect,  ■ 
continuation  of  the  National  Commission's  work).   In  the  39  months  that  followed  the 
swearing  in  of  the  initial  group  of  11  Commissioners  at  the  White  House  in  January  1980, 
the  President's  Commission  held  more  than  two  down  meetings,  including  a  number  outside 
Washington,  D.C.;  the  original  Commisrioners  were  replaced,  following  resignations  and 
expirations  of  terms,  by  a  total  of  10  new  Commissioners;  and  the  Commission,  with  the 
help  of  a  itaff  thai  numbered  about  20  at  any  one  time  prepared,  revised,  and  disseminated 
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eleven  report!.   One  of  these  reports  thtt  I've  already  mentioned,  Summing  Vp,  was 
primarily  •  precis  of  the  other  reports,  though  it  ilso  provided  the  Commission'!  response  on 
one  of  its  mandated  subjects  (privacy  and  confidentiality  regarding  research  subjects  and 
patients).    Another  volume,  XMrittlthlowing  in  Biomedical  Research,  b  actually  ihe  proceedings 
of  a  symposium  on  thai  subject  co-sponsored  by  the  Commission,  rather  than  an  official 
report.   Thus,  the  Commission'*  work  consisted  of  nine  reports:  sis  on  mandated  topic* 
(including  two  'biennial  reports*  on  human  subject*  research),  one  in  response  to  a  request 
from  the  President,  through  his  Science  Advisor  (on  genetic  engineering  in  human  beings), 
one  (on  compensating  for  research  injuries)  In  response  to  a  request  from  the  Ethic*  Advisory 
Board,  which  was  ushered  out  of  existence  just  u  the  President's  Commission  vu  beginning 
its  work,  and  one  (on  life-sustaining  medical  treatment)  on  Its  own  initiative,  pursuant  to  • 
clause  in  its  authorizing  statute.   What  should  one  make  of  those  nine  reports  in  term*  of 
their  usefulness  and  influence?   Let  me  provide  •  thumbnail  sketch,  dividing  the  report! 
between  those  of  substantial  and  those  of  more  modest  impact,  and  recognizing  in  til  cases 
that  I  am  assessing  them  as  public  documents,  intended  to  have  an  Influence  on  policies  and 
practices  and  not  as  academic  documents,  to  be  evaluated  primarily  In  scholarly  terms. 
Substantial  Impact 
Defining  Death  (1981):   This  report  set  forth  the  Uniform  Determination  of  Death  Act 

(UDDA),  which  resulted  from  a  collaboration  among  the  Commission,  the  American 
Medical  Assoclstion,  the  American  Bar  Association,  and  the  National  Conference  of 
Commissioners  on  Uniform  State  Laws;  it  provided  the  scientific  and  philosophical 
explanations  for  the  statute,  and  related  the  statute  to  clinical  experience;  and  it  wa* 
accompanied  by  a  set  of  medical  guidelines  for  the  determination  of  death  signed  by 
ne.rly  all  the  leading  neurologists,  neurosurgeons,  and  other  physicians  with  relevant 
expertise  on  the  subject.  Since  this  report,  the  UDDA  or  it!  equivalent  hat  been 
enacted  in  every  state  in  the  country,  snd  the  standards  established  by  the  medical 
consultants  are  the  prevailing  ones  for  the  determination  of  death  nationally. 
Deciding  to  Forego  Life-Sustaining  Treatment  (1983):  This  report  is  probably  the  most  widely 
known  and  most  frequently  cited  (in  court  decisions  and  legislative  deliberations  a* 
well  as  scholarly  articlej)|  it  provided  clear  guidance  for  patients,  physicians,  and 
healthcare  facilities  on  considerations  In  making  decisions  about  critically  ill  and  dying 
patient*;  It  recommended  expanded  use  of  advance  directive*,  with  special  emphasis  on 
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the  then-new  idci  ©f  durable  power*  of  attorney  for  health  care.   Since  the  report,  the 
Commission's  report  hit  been  attentively  reprinted  and  used  in  miny  educiliooal 
settings  for  heilthcire  professional!  and  the  public)  most  hospitals  have  established 
committees  ind  other  meim  of  getting  ethical  consultation  in  difficult  cases  involving 
life-sustaining  trettmenti  all  states  htve  adopted  some  form  of  advance  directive 
legislation)  and  the  report  his  been  heavily  relied  upon  In  judicial  opinions,  including 
the  Cruun  case,  the  Supreme  Court's  one  decision  in  this  field. 
Spiking  Life  (1982):  This  report  grew  out  of  concerns  expressed  by  religious  leadets  that 

dangerous  and  ethically  questionable  uses  of  genetic  engineering  were  soon  going  to  be 
applied?  to  human  beings;  the  report  divided  therapeutic  uses  of  recombinant 
techniques  (for  example,  between  somatic  cell  and  germ-line  manipulations)  and  sorted 
out  the  different  issues  each  type  raited;  besides  Indicating  situations  that  did  not  raise 
unusual  concerns,  it  recommended  various  means  of  dealing  with  the  issues.   The 
report  was  the  subject  of  three  days  of  hearings  by  a  House  subcommittee;  It  resulted 
in  the  creation  of  the  Human  Gene  Therapy  Subcommittee  of  the  RAC  (at  NIH), 
which  developed  guidelines  and  procedures  for  reviewing  and  approving  gene  therapy 

experiments  (which  might  otherwise  have  been  subject  to  ad  hoc  attacks  and 
interference);  the  report  also  led  to  the  proposal  by  then  Rep.  Albert  Gore,  Jr.,  for  a 

presidential  commission  on  genetic  therapy,  which  was  later  expanded  into  the  statute 

that  established  the  Biomedical  Etbic*  Board. 

Securing  Attest  tn  Htthh  Cart  (1983);   This  mandated  subject  took  the  Commission  further 

outside  the  range  of  subjects  addressed  up  to  that  time  by  bioethicists;  it  provided  data 

showing  the  extent  of  non-coverage  or  inadequate  health  Insurance  coverage  In  the 

country  and  the  clinical  and  personal  effects  of  this  gap;  eschewing  the  much  debated 

terminology  of  *a  right  to  health  care,"  the  report  built  the  ethical  case  for  the 

conclusion  that  society  has  an  ethical  obligation  to  ensure  access  to  an  adequate  level 

of  care  for  all  without  imposing  undue  burdens  on  anyone.  The  Commission's 

conclusions  were  quickly  picked  up  both  in  the  popular  press  and  in  the  work  of 

health  services  researchers  and  health  economists  and  have  become  the  starting  point 

for  present  debate  (the  question  being,  in  judging  the  ethics  of  competing  proposals! 

how  well  do  they  move  society  toward  meeting  its  ethical  obligation?)!  furthermore, 


54 

the  conclusions  have  keen  specifically  influential  in  ■  number  of  state  efforts  (such  at 
in  Oregon)  to  extend  health  care  to  all  residents. 
Protecting  Human  Subject!  (1911):  The  first  biennial  report  on  the  regulation  of  research  with 
human  subjects  addressed  a  number  of  discrete  Issues  (including  the  failure  of  the 
Department  of  Health  and  Human  Services  to  respond  to  several  recommendations  of 
the  National  Commission)  and  also  recommended  that  the  Federal  government  adopt 
a  uniform  set  of  regulations  across  the  more  than  twenty  departments  and  agencies 
that  supported  research  utilizing  human  subjects.   Although  it  took  nearly  •  decade, 
the  uniform  federal  rule  was  finally  promulgated  several  years  ego. 
Modest  Impact 

Screening  an  J  Cvumtling  fur  Genetic  Conditions  (1983):   This  report  reviewed  the  history  of, 
and  growing  possibilities  for,  genetic  screening  and  its  implications  for  health  care  end 
patient  welfare,  at  well  as  the  role  of  genetic  counseling,  with  and  without  screening; 
it  set  forth  and  applied  i  aeries  of  ethical  principles;  and  It  examined  the  special  Issue* 
that  would  arise  once  it  became  possible  to  screen  for  a  fairly  common  deleterious 
gene,  using  cystic  fibrosis  u  an  example.   At  the  time  of  Its  Issuance,  the  report  had 
influence  primarily  among  genetic  counselors,  but  ft  received  much  less  attention  than 
other  reports  and,  as  the  Commission  went  out  of  business  shortly  after  issuing  the 
report,  there  was  little  opportunity  for  follow-through  to  bring  the  conclusions  to  the 
attention  of  relevant  physicians,  scientists,  and  policymakers;  nonetheless,  six  or  seven 
years  latir,  as  the  initial  screening  tests  became  available  for  cystic  fibrosis,  all  of  the 
issues  predicted  by  the  Commission  came  into  focus  and  the  relevant  professional 
organisations  and  public  bodies  began  looking  to  the  Commission'a  work  for 
guidance. 
Making  Health  Cart  Dicitiont  (1982):  This  report  was  among  the  most  extensively  researched 
and  scholarly  of  the  Commission's  work,  providing  original  studies  on  public  and 
professional  understandings  of  the  obligations  of  physicians  to  make  candid  disclosures 
of  information  and  otherwise  to  communicate  with  their  patients,  as  well  as 
philosophical  analysts  of  these  obligations  and  explanation  of  their  manifestation  In 
the  law  of  "informed  consent.'  Although  the  report  has  bee*  well  received  and  relied 


55 

upon  in  the  teholarly  literature,  it  bat  had  relatively  little  influence  on  the 
development  of  public  policy,  outside  of  tome  direct  and  indirect  effect  on  judicial 
lawmaking  about  Informed  content. 

Compensating  for  Research  Injuries  (1982):  Thlt  report  addrested  a  tubject  that  had  been 

trudied  by  two  previoui  groups  within  the  Department  of  Health,  Education,  and 
Welfare,  but  on  which  no  action  had  been  taken)  the  Commission  found  that  the  data 
on  research  injuries  were  too  inadequate  to  reach  conclusiont  on  whether  a  system  of 
compensation  should  be  mandated  or  exactly  what  form  it  thould  take;  nonetheless 
tince  the  Commission  found  that  tuch  compentation  would  be  ethically  desirable 
under  certain  circumstances,  it  set  forth  a  recommended  design  for  an  experimental 
system  of  compentation,  intended  to  test  both  the  need  for  and  feasibility  of  formal 
compensation  systems.   The  Department  and  the  National  Institutes  of  Health  never 
undertook  the  recommended  experiment,  although  they  did  mandate  that  research 
Institutions  disclose  their  policies  about  compensation  u  part  of  the  information 
provided  to  potential  research  subject)  the  lisue  remains  a  matter  of  concern  to  many 
commentators,  although  in  the  absence  of  a  aignal  case  or  event,  it  teems  unlikely  that 
action  will  be  taken;  again,  the  closing  of  the  Commission  left  no  body  in  place  to 
follow  up  on  the  report  and  press  the  Department  for  action  (ti  the  President's 
Commission  had  been  able  to  do  for  certain  recommendations  of  the  National 
Commission). 

Implementing  Human  Rtsurxh  Regulations  (1983):  The  second  biennial  report  on  human 

tubjrcii  protection,  like  the  first,  was  primarily  addrettcd  to  the  federal  officials 
charged  with  implementing  regulations  in  thit  field)  the  heart  of  the  report  dealt  with 

the  need  to  develop  meant  to  ensure  that  Institutional  Review  Boards  (bodies 

mandated  by  the  National  Research  Act  of  1974  and  by  federal  regulations  to  provide 

prior  review  of  research  ptotocolt  at  inttilutiont  receiving  federal  rctearch  funds)  were 

carrying  out  their  responsibilities  tatisfaclorily;  the  Commission  reported  on  a  method 

of  peer  site  visit*  that  It  had  developed  and  field  tested  with  good  retultt,  at  one 

possible  way  to  address  this  problem.   Although  the  relevant  governmental  agencies 

(principally,  the  Department  of  Health  and  Human  Services)  have  yet  to  implement 

the  suggested  site  visits  or  other  meant  of  monitoring  IRBs  routinely,  a  study  has 

recently  been  commissioned  from  a  retearch  contortium  on  the  effectiveness  of  IRBti 
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thus,  the  report  his  had  tome  impact  on  iti  addressees,  but  it  remains  largely  invisible 

to  the  larger  community,  particularly  as  a  consequence  of  its  issuance  shortly  before 

the  Commission  closed. 

In  my  calculations,  this  means  that  five  reports  had  measurable  Impact,  In  some  cases 
becoming  seminal  documents  in  their  field  and  in  others  leading  to  substantial  changes  in  law 
and  professional  practice;  four  reports  had  lest  notable  impact,  although  in  some  cases  even 
these  have  yielded  results  slowly  or  have  been  returned  to  for  advice  that  some  have  even 
labeled  "prescient."   1  should  emphasize,  that  even  when  reports  have  had  substantia] 
influence  they  may  also  have  produced  vigorous  debate  and  dissent.  In  particular,  despite  the 
acceptance  of  the  statutory  standards  and  clinical  guidelines  for  determining  death  by  the 
public  and  physicians  alike,  a  number  of  philosophers  remain  convinced  that  a  "higher  brain" 
standard  is  more  defensible  than  the  "whole  brain"  position  advocated  by  the  Commission. 
Likewise,  the  report  on  access  to  care  has  been  attacked  by  those  who  favor  a  rights-bated 
approach  to  health  care  and  who  found  the  societal  obligation  articulated  by  the  Commission 
unconvincing.    Almosi  uniformly,  however,  even  critics  have  praised  the  Commission  for 
presenting  its  findings  and  conclusions  in  a  fashion  that  Is  accessible  to  the  general  public, 
with  sufficient  specificity  to  be  of  use  to  policymakers  and  professionals,  and  with  adequate 
justification  in  ethical  terms.    Literally  tent  of  thousands  of  copies  of  the  reports  were 
distributed  upon  request  by  the  Commission  and  sold  by  the  Government  Printing  Office, 
and  my  own  travels  around  the  country  in  the  past  ten  years  has  given  me  many  occasions  to 
see  that  these  have  frequently  been  passed  from  hand  to  hand  and  carefully  studied  by  many 
colleagues  seeking  to  resolve  issues,  establish  policies,  and  provide  education. 

CHARACTERISTICS 
Having  identified  a  need  and  related  one  set  of  experiences  to  show  that  •  federal 
commission  can  fulfill  that  need,  it  remains  for  me  to  describe  the  characteristics  of  such  a 
body  that  1  believe  will  best  ensure  its  success.  In  this,  I  will  also  draw  on  my  experiences 
with  the  ill  fated  Biomedical  Ethics  Advisory  Committee,  mostly  by  way  of  caution  on  some 
features  that  I  believe  arc  best  avoided  in  such  a  group. 
Mandate 

The  commission  should  have  a  broad  mandate  at  the  level  of  policy  and  general 
guidance,  with  no  responsibility  to  review  the  ethical  acceptability  of  individual  piojeett  (a 
task  that  needs  to  be  addressed,  preferably  by  reinstating  the  Ethics  Advisory  Board,  u 
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required  by  D!  IMS  regulations).   The  reason  for  breadth  in  the  mandate  1$  that  the  issues 
interrelate  and  the  com  Unions  the  group  reaches  Sn  one  area  will  make  it  easier  for  them  to 
study  and  resolve  subsequent  issues,  and  the  existence  of  an  experienced  staff  will  lessen  the 

time  and  expense  required)  furthermore,  it  is  important  that  they  be  concerned  about  the 
possible  implications  of  their  conclusions  in  one  area  for  other  areas,  test  they  be  either 
unintentionally  blinkered  in  their  outlook  or  wilfully  parochial.   If  the  group  does  ■  good 
job  in  resolving  issues,  the  credibility  of  its  conclusions  on  subsequent  topics  will— and 
thould— be  enhanced.    All  of  these  advantages  are  lost  if  the  panel  is  constituted  on  an  ad  hoc 
basis  to  address  a  single  issue.    It  b  appropriate  to  specify  a  number  of  issues  that  seem  to 
Congress  most  in  need  of  attention,  but  to  permit  the  commission  to  add  further  topics  In 
the  general  field,  as  its  time  and  resources  allow  and  as  dictated  by  the  urgency  and 
importance  of  such  additional  topics. 
Duration 

There  arc  good  arguments  to  be  made  for  a  lime-limited  body)  as  the  experience  of 
both  the  National  and  President's  Commissions  indicates,  the  ttistence  of  a  date  by  which 
the  work  had  to  he  completed  resulted  in  a  high  level  of  productivity;  furthermore,  there  is 
danger  that  a  standing  commission  (or  its  staff)  might  become  overly  bureaucratic  in  its 
approach  to  its  work.    On  the  other  hand,  arguments  similar  to  those  made  regarding 
mandate  would  favor  the  existence  of  a  standing  body  (with  staggered  terms  for  members), 
on  grounds  of  efficiency,  consistency,  and  credibility.   Perhaps  a  'sunset  clause"  provides  the 
best  compromise:  it  sets  an  initial  date  for  termination^  but  permits  an  easy  means  for 
com  inning  the  commission  if  its  work  and  the  issues  still  tn  be  address  merit  an  extension. 
Location  and  Membership 

It  is  on  this  topie  that  the  three  Congressionally  sanctioned  bioethics  bodies  can 
usefully  be  compared.    My  belief  is  that  the  movement  between  the  National  Commission 

and  the  President's  Commission  was  good  in  that  it  produced  •  group  with  greater  visibility, 
higher  prestige,  broader  mandate,  and  more  independence,  whereas  the  movement  between 
President's  Commission  and  the  BEB/BEAC  was  misguided  in  that  it  produced  a  group  mora 
subject  to  special  inter  en  politics  and  with  lets  Independence.   1  do  not  want  to  over 
generate  from  a  small  sample,  but  it  seems  likely  that  given  the  volatility  of  some  Issues  In 
bioethics,  any  arrangement  that  ties  the  commission  too  closely  to  Congress  will  result  In  an 
appointment  process  that  is  looks  for  'balance"  in  ideological  terms  and  results  in  a  group 
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that  it  not  only  potentially  polarized  but  that  consists  of  at  lent  tome  member!  who  regard 

ihemielvct  (and  are  regarded  by  others)  at  'representatives*  of  die  groups  or  organizations 

that  lobbied  for  their  appointment.  Furthermore.  I  group  located  too  close  to  Congress  does 

not  serve  one  of  the  must  useful  functions  of  a  commission,  which  is  to  permit  sensitive 

topics  to  be  removed  from  the  political  arena  and  considered  in  a  more  deliberate  fashion 

during  which  individuals  who  started  out  with  differing  views  ere  often  able  to  discover  ■ 

great  deal  of  common  ground,  especially  once  the  Issue  has  been  refined  and  the  relevant  data 

more  fully  developed. 

Vesting  the  appointing  power  in  the  President,  subject  to  certain  categorical 

requirements  to  ensure  diversity  of  views  and  experience,  provides  Congress  and  the  public 

will*  adequate  assurance  that  the  intended  purposes  will  be  carried  outs  the  power  over 

appropriations  further  ensures  that  if  the  President  or  the  commission  Itself  were  to  deviate 

too  far  from  Congressional  expectations,  the  work  can  be  reined  in  or  hatted.  If  the 

commission  hsi  a  limited  term,  then  the  value  of  continuity  and  the  "learning  curve'  favor  a 
fixed  membership;  if  the  group  is  constituted  as  a  standing  body  (subject  to  "sunset  clause' 

periodic  review  and  renewal),  then  a  rotating  membership,  with  staggered  terms,  seems 

advisable,  in  part  as  a  means  to  ensure  diversity  of  views  end  avoid  bureaucratic  narrowing  of 

the  group's  collective  vision. 

Audience  and  Response 

The  commission  should  be  required  to  report  to  the  President,  to  Congress,  and  to 

any  departments  or  agencies  affected  by  its  recommendations,  but  these  do  not  begin  to 

exhaust  the  potential  audience  for  its  reports.   Some  of  the  topics  addressed  will  be  suitable 

for  federal  legislation  or  regulation,  but  not  all;  for  some,  recommendations  and  findings  may 

he  of  importance  to  individuals,  u  patients  or  professionals,  u  well  as  to  atate  legislators  or 

judges  or  is  officers  of  hc»hbcare  institutions.   The  commission  should  he  free  to  address 

topics  of  Interest  to  all  these  groups,  although  It  must  also  be  careful  not  to  slip  into 

producing  documents  that  are  solely  ©f  intellectual  or  academic  Interest,  with  no  practical 

application  at  any  level. 

For  those  recommendations  that  are  addressed  to  departments  and  agencies,  action- 
forcing  authority  is  highly  desirable.   Of  course,  as  the  experience  of  both  the  National  and 
the  President's  Commissions  demonstrates,  tuch  authority  it  not  self-executing.  »nd  agency 
officials  who  want  neither  to  act  nor  to  explain  their  'macs ion  may  aometimes  disregard  the 
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statutory  requirement*,  which  is  especially  easy  for  them  to  do  if  the  commission  if  bo 
longer  in  existence. 
Funding  and  Stiffing 

Depending  on  the  sire  of  the  mandate,  tlaff  in  the  range  of  20  FTEt  and  annual 

appropriations  of  about  S2  million  should  bo  adequate.    (The  Pretident'a  Commission  was 
authorized  for  $5  million  per  year  for  four  yean;  in  operation,  It  expended  under  $5  million 
over  itt  entire  lifetime.)   It  Si  important  that  the  commission  receive  a  direct  appropriation, 
to  enture  hi  independence,  and  that  it  have  the  right  to  hire  its  stiff.   With  the  right 
combination  of  membership  and  mandate,  the  director  may  well  be  as  fortunate  as  I  was  la 
bringing  highly  qualified  experts  to  the  staff  for  one-  and  two-year  stints.  I  believe  this  had 
several  beneficial  results:  it  accelerated  the  Commission's  worlc,  because  of  their  knowledge  of 
their  fields;  it  enhanced  to  the  quality  of  the  work  (not  the  least  because  these  staff  wanted  to 
produce  intellectually  respectable  products  of  which  they  could  be  proud  after  they  returned 
home);  and  it  helped  to  avoid  bureaucratization  of  the  Commission  because  the  principal  staff 
members  knew  they  were  only  going  to  be  there  for  a  limited  time  and  had  no  incentive  to 
build  empires  or  establish  cumbersome  processes  for  the  sake  of  power  and  control. 

Plainly,  there  Is  much  more  that  could  be  said  about  'doing  ethics  in  public'  through 
a  federal  commission  charged  to  report  on  the  ethical,  social,  and  legal  Implications  of 
biomedical  and  behavioral  research  and  practices.   1  appreciate  the  opportunity  to  share  these 
observations  with  your  Committee,  and  I  would  be  pleased  lo  respond  to  any  questions  that 
you  may  have. 
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The  Chairman.  Do  you  favor  limiting  the  general  areas  and  top- 
ics that  a  commission  would  study  and  then  give  them  some  flexi- 
bility to  get  into  other  areas  that  they  feel  need  to  be  addressed? 
Would  this  help  insulate  the  commission  from  political  inter- 
ference? 

Mr.  Capron.  The  President's  Commission  had  insulation  in  the 
sense  that  Congress  itself  could  not  make  requests,  and  I  know 
that  that  was  a  debated  issue  as  you  drafted  that  bill  in  1978.  I 
think  in  the  long  run  it  was  a  useful  insulation. 

On  the  other  hand,  the  commission  could  take  up  topics.  So  if 
something  were  of  great  concern  to  Congress,  the  commission  could 
not  be  mandated  to  do  so,  but  could  agree  to  take  on  the  topic. 

Giving  an  initial  list  I  think  is  important,  for  two  reasons:  One, 
there  will  be  things  which  I  assume  would  be  in  the  committee's 
mind  and  the  Senate  and  House's  mind  in  mandating  such  a  com- 
mission. If  you  did  not  have  anything  you  wanted  a  report  on,  why 
would  you  start  it?  I  think  the  notion  that  there  are  just  some  is- 
sues out  there  is  not  enough.  Second,  as  the  commission  first  gets 
together,  it  is  helpful  for  mat  group  to  have  its  marching  orders. 

But  as  we  discovered,  we  were  given  several  topics:  access  to 
health  care,  definition  of  death,  ana  informed  consent.  And  as  we 
looked  at  the  way  those  came  together,  we  realized  there  was  a 
very  important  topic  about  life-sustaining  treatment,  because  it 
was  the  patients  who  were  dead,  according  to  the  definition  of 
death,  but  who  got  a  lot  of  resources,  which  was  a  concern  in  the 
access  issue,  and  where  the  decisionmaking  process,  as  they  moved 
out  of  the  picture  and  as  someone  else  had  to  decide,  became  very 
important.  So  we  put  those  three  together  and  created  this  addi- 
tional topic  for  ourselves,  and  as  I  say,  I  think  that  became  the  re- 
port which  is  most  often  associated  with  the  work  of  the  President's 
Commission  and  has  been  very  widely  used  and  influential  in 
States  in  adopting— almost  all  States  now  have  the  legislation  we 
recommended  there,  and  many,  many  courts  have  used  it. 

So  I  think  that  kind  of  flexibility,  initial  marching  orders  and 
then  the  ability  to  add  additional  topics,  is  highly  desirable. 

The  Chairman.  Do  you  think  there  is  pretty  broad  agreement  on 
what  those  initial  marching  orders  might  be?  Is  it  possible  to  coyer 
some  areas  of  real  significance  and  importance  without  pressing 
some  hot  buttons? 

Mr.  Capron.  Obviously,  the  hottest  button  that  gets  pressed  is 
the  issue  of  abortion,  and  that  was  the  rock  on  which  the  Bio- 
medical Ethics  Board  foundered. 

The  experience  of  the  National  Commission,  which  as  you  recall 
from  your  floor  discussion  with  Senator  Buckley  over  the  fetal  re- 
search that  was  causing  such  concern  and  then  the  agreement  that 
there  would  be  a  moratorium  on  that  research,  and  you  gave  the 
National  Commission  4  months  to  come  up  with  a  report  on  that, 
that  Commission  managed  to  come  up  with  a  very  useful  report  on 
that  topic,  in  part  by  clarifying  the  facts  which  had  been  greatly 
confused  and  exaggerated,  and  showing  what  it  meant  to  conduct 
fetal  research.  A  lot  of  it,  obviously,  was  not  on  fetuses  as  such  at 
all.  It  was  on  tissue  and  so  forth. 

So  I  think  that  that  Commission  indicates  that  it  is  even  possible 
in  these  areas  having  to  do  with  reproduction  and  abortion  for  a 
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group  to  reason  together.  Frankly,  we  at  the  Biomedical  Ethics  Ad- 
visory Committee  I  think  were  on  our  way  to  some  success  there. 
I  will  take  just  a  moment  to  tell  you. 

We  had  three  topics  that  you  had  given  us:  one  was  fetal  re- 
search; the  other  was  more  about  life-sustaining  treatment;  and  the 
third  was  the  genetics  issue.  We  chose  to  address  genetics  first  be- 
cause my  sense  as  the  Chair  of  that  group— and  I  think  other  peo- 
ple around  the  table,  members  of  that  Advisory  Committee,  would 
nave  agreed — was  that  we  came  to  that  subject  with  much  less  of 
a  preconceived  set  of  notions.  And  I  had  the  sense  that  if  we  could 
successfully  work  on  that  topic  together,  that  out  of  that  working 
together  we  could  develop  some  confidence  in  listening  to  each 
other,  and  then  we  could  go  on  to  that  fetal  research  issue  with  a 
little  more  reason  and  a  little  less  heat  in  the  process. 

We  never  got  the  chance  to  do  that  because  after  our  second 
meeting,  when  the  Biomedical  Ethics  Board  could  not  choose  a  new 
Chair  and  our  funds  were  frozen  and  we  did  not  have  our  14th 
member,  since  one  of  the  members  had  died,  like  a  little  embryo 
we  were  put  in  the  deep  freeze  for  2  years,  and  then  I  guess  they 
took  us  out  and  let  us  expire. 

The  Chairman.  Just  generally  on  the  numbers,  you  want  enough 
people  on  there  to  reflect  diversity  but  at  the  same  time  I  think 
most  of  us  who  work  with  various  committees  understand  that 
there  is  sort  of  a  magic  number  I  feel,  around  11,  12,  13.  If  it  gets 
any  bigger  than  that,  you  lose  the  construct  of  it,  and  if  it  gets 
smaller,  you  do  not  have  the  reflection.  Do  you  agree? 

Mr.  Capron.  Exactly  my  sense. 

The  Chairman.  That  is  good.  OK.  Well,  that  is  very  helpful. 

Have  you  looked  into  this  whole  question  about  the  patenting  of 
the  human  gene?  Have  you  gotten  into  that?  This  is  an  area  of  par- 
ticular interest. 

Mr.  Capron.  I  have  not  gotten  deeply  into  that  area  personally 
as  of  now.  I  have  been  very  interested  by  the  debates  at  NIH,  and, 
of  course,  Jim  Watson  basically  leaving  that  position  at  the  genome 
office  because  of  his  displeasure  with  the  decisions  that  were  being 
made  by  Dr.  Healy  to  allow  that  patenting  to  go  forward.  But  that 
is  an  example  of  where  before  one  reached  an  ethical  judgment,  a 
lot  of  technical  issues  would  have  to  be,  in  my  mind,  clarified. 

The  Chairman.  OK.  I  know  you  have  to  go. 

Mr.  Capron.  I  will  be  happy  to  wait  for  as  long  as  it  seems  rea- 
sonable to  get  my  flight  in  case  there  is  any  further  participation. 
Thank  you. 

The  Chairman.  Fine.  We  are  going  to  move  ahead.  We  have  a 
full  plate  of  activities  for  this  committee  from  the  President's 
Health  Security  Act  to  education  reform.  I  am  very  hopeful  that  we 
will  be  able  to  move  on  this  area.  We  have  some  important  biparti- 
san support,  and  I  think  this  hearing  will  be  particularly  helpful 
and  useful  to  us. 

Dr.  Tolle,  we  are  glad  to  have  you. 

Dr.  Tolle.  Thank  you.  I  welcome  the  opportunity  to  follow  Pro- 
fessor Capron  because  I  think  my  work  as  a  clinical  ethicist,  as  a 
practicing  physician  and  ethicist,  complement  what  he  shares.  In 
the  hands-on,  direct  patient  care,  talking  about  the  application  of 
some  of  the  challenges  we  face,  I  will  focus  much  more  on  the  clini- 
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cal  side  because  my  expertise  is  greater  there,  but  work  through 
the  fact  that  there  really  are  two  major  branches  in  ethics:  those 
who  focus  on  research  questions  and  those  who  spend  more  time 
in  the  patient  care  areas,  the  direct,  hands-on  application  to  issues 
that  either  affect  the  doctor-patient  relationship  or  the  broader  so- 
cietal implications  that  come  directly  out  of  that.  For  example,  is- 
sues of  confidentiality  in  medical  information,  a  clinical  question, 
rapidly  arise  as  new  technology  develops,  and  soon  we  know  so 
much  about  everyone  and  what  nas  happened,  and  with  genetic  en- 
gineering what  conditions  you  are  likely  to  develop  in  the  future. 
And  how  do  we  handle  that  confidential  information? 

In  research,  to  show  that  side,  the  challenges  of  how  do  we  han- 
dle studies  of  people  with  Alzheimer's  that  are  advanced,  who  can- 
not choose,  or  those  with  advanced  mental  illness.  How  do  we  con- 
duct very  much  needed  research  studies?  But  yet  these  are  vulner- 
able people  who  cannot  choose  for  themselves  to  willingly  partici- 
pate. 

Again,  on  the  clinical  side,  we  can  do  so  much  that  we  sometimes 
wonder  what  to  do  with  our  technology.  For  example,  we  can  keep 
people  alive  in  permanent  coma  for  over  3  decades.  Should  we? 

At  present,  we  have  no  formal  body  to  help  us  bring  together 
these  questions,  and  I  would  like  to  focus  a  bit  more  on  the  clinical 
side  by  sharing  two  cases  and  some  of  the  challenges  they  specifi- 
cally pose  for  us  in  Oregon  under  the  Oregon  plan. 

One  is  the  kind  of  case  that  is  sensational,  that  many  people 
have  heard  about  in  the  ICU,  and  the  other,  far  more  common  but 
rarely  being  evaluated  by  the  news  media,  that  all  of  us  in  practice 
face  every  day. 

The  first  case  involves  a  57-year-old  woman.  She  has  widely 
metastatic  cancer.  She  has  had  three  rounds  of  chemotherapy  and 
now  has  cancer  that  is  beginning  to  block  her  airway,  beginning  to 
block  her  kidneys,  and  involves  the  lining  around  her  heart.  Her 
doctors  expect  that  she  will  live  a  couple  of  days. 

If  she  has  surgery  around  her  heart,  is  put  on  a  ventilator,  and 
receives  dialysis,  she  will  probably  live  a  couple  of  weeks  in  an  in- 
tensive care  unit.  Under  the  Oregon  plan,  she  would  receive  all 
measures  to  assure  her  comfort,  and  that  would  be  supported  by 
the  State. 

The  State  would  not  support  the  intensive  care  unit  aggressive 
approach  which  would  sustain  her  life  for  a  couple  of  weeks,  and 
not  only  that,  but  liability  for  the  physicians  and  institution  who 
did  not  provide  it  is  clearly  stated  not  liable. 

In  the  current  situation,  when  she  says,  "I  understand  that  I 
may  live  just  a  couple  more  weeks,  but  I  want  it  all,"  what  do  we 
do? 

Well,  as  individual  health  care  providers,  when  we  look  at  the 
ethos  of  our  profession,  when  we  look  at  the  national  ethics  codes, 
what  we  find  is  little  guidance  and  lots  of  emphasis  on  the  auton- 
omy of  individual  patients.  Individual  patients  get  to  make  choices, 
ana  physicians  are  responsible  for  their  relationship  to  an  individ- 
ual patient,  without  consideration  to  the  implication  for  community 
and  others. 

Even  so,  even  if  we  did  not  weigh  in  community,  many  times 
physicians  feel  very  torn.  They  look  at  this  person  and  feel  that 
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they  are  inflicting  at  times  great  suffering,  let  alone  the  economic 
issues,  and  wonder  if  they  are  doing  the  right  thing.  But.  currently, 
national  professional  standards  tell  us  that  this  woman  has  a  right 
to  demand  this  treatment  and  that  by  saying  no,  once  we  are  well 
in  the  middle  of  our  care — there  are  times  when  physicians  say  no 
to  things  they  have  not  started,  but  this  is  an  established  relation- 
ship. This  is  with  someone  we  already  are  caring  for.  And  then  to 
say  no  is  much,  much  harder  and  less  clear  in  the  President's  Com- 
mission and  elsewhere  in  the  professional  standards. 

The  Chairman.  Let  me  ask  you,  just  the  panel,  about  the  num- 
ber of  medical  schools  now  that  have  courses  in  bioethics.  Is  that 
part  of  their  curriculum  now,  the  required  curriculum? 

Dr.  Tolle.  Yes. 

The  Chairman.  All  of  them? 

Dr.  Tolle.  Nearly  all. 

Dr.  Ryan.  It  is  almost  the  same  as  every  hospital  having  an  eth- 
ics committee  also.  Ethics  must  be  taught  in  medical  schools. 

Dr.  Tolle.  But  the  degree  of  direct  application  varies  enor- 
mously. Some  speak  mostly  about  principles  and  a  more  philosophi- 
cal basis,  and  others  are  more  directly  applied.  Some  courses  are 
elective,  others  required.  So  there  is  a  lot  of  variability  nationally 
on  that  question.  But  the  national 

The  Chairman.  All  of  this  comes  down  to  the  quality  of  care.  I 
have  seen  it  with  regard  to  a  variety  of  different  circumstances  in- 
volving my  own  family.  So  much  depends  upon  the  care  of  medical 
professionals. 

Dr.  Tolle.  Yes. 

The  Chairman.  And  how  they  are  reacting  or  responding. 

Dr.  Tolle.  Absolutely. 

The  Chairman.  I  think  most  of  us  would  agree  that  the  people 
that  are  closest  to  the  individual  who  is  affected  are  the  immediate 
family  members,  the  people  who  love.  There  is  an  entirely  different 
set  of  circumstances  for  a  young  mother  that  may  be  afflicted  with 
cancer  and  has  3  children  and  something  to  live  importantly  for 
and  somebody  who  is  70  years  old  and  has  had  a  full  life. 

Let  me  just  ask  you  about  whether  you  got  into  the  questions  of 
defining  brain  death  and  nonbrain  death. 

Mr.  Capron.  Yes.  The  President's  Commission  at  the  request  of 
Congress  reported  on  that.  That  is  uniform  law  now  in  every  State. 

The  Chairman.  All  right. 

Dr.  Tolle.  Yes.  Death  is  not  an  issue.  If  someone  is  truly  brain 
dead,  we  tend  not  to  have  the  same  degree  of  difficulty  as  if  some- 
one is  in  permanent  coma,  where  we  have  a  lot  more  anguish  about 
whether  to  continue  life-sustaining  treatment,  particularly  in  the 
face  of  no  known  preference  on  the  part  of  the  patient. 

The  Chairman.  Do  any  of  the  States  have  differing  definitions  of 
death? 

Dr.  Ryan.  No.  They  are  uniform  now. 

Mr.  Capron.  There  is  almost  uniformity  now,  Senator.  It  is  very 
close. 

The  Chairman.  Good. 

Mr.  Capron.  The  statute  recommended  by  the  President's  Com- 
mission is  the  prevailing  one,  and  there  are  some  minor  variations. 

The  Chairman.  Good. 
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Dr.  Tolle.  Where  we  are  much  more  hung  up  is  on  the  issue  of 
futile  or  near  futile  treatment.  When  someone  demands  themselves 
or  the  family  demands  that  things  continue,  the  President's  Com- 
mission last  stated  continue  to  have  conversations,  but  did  not  tell 
any  of  us  who  are  currently  practicing  how  to  deal  with  the  de- 
mand for  a  lot  when  very  little  will  be  accomplished,  and  how  to 
ever  weigh  in  society's  obligation.  So  that  is  a  huge  challenge,  and 
it  is  a  box  with  a  star  in  it  that  goes  down  to  no  answer  for  us  in 
current  practice.  And  in  Oregon,  with  the  Oregon  plan,  we  are  now 
feeling  that  squeeze  of  not  having  any  national  professional  codes 
or  behaviors  at  an  ethics  level  or  a  professional  level  to  say  when 
you  weigh  in  the  community  and  you  make  some  choices.  And  we 
can  discuss  what  those  choices  are  and  the  differences.  I  think  it 
is  the  whole  tools  of  how  to  make  them  rather  than  the  individual 
cases  that  are  a  real  challenge. 

The  more  dramatic  ones  in  the  ICU  are  the  ones  that  we  hear 
about  so  much  in  the  media,  but  it  is  key  to  realize  that  the  day- 
to-day  issues  of  patient  care  also  have  less  dramatic  issues  that  put 
us  in  an  equal  squeeze. 

Let  me  share  a  second  case.  It  is  a  29-year-old  man  who  had  an 
on-the-job  back  injury  a  week  ago,  has  been  examined  twice  by  his 
doctor,  and  has  been  found  to  have  spasm  in  his  back  muscles  but 
no  other  problem.  He  has  had  a  CAT  scan,  and  now  he  says,  "I 
want  to  see  a  neurosurgeon,  and  I  want  a  myelogram." 

He  sees  his  doctor  again.  There  is  no  medical  indication.  He  has 
no  evidence  of  nerve  problems.  The  CAT  scan  showed  now  nerve 
root  impingement.  There  is  no  medical  invocation  for  this,  but  he 
is  demanding  consultation  that  is  not  medically  indicated. 

Currently,  professional  codes  say  patients  can  demand  consulta- 
tion. That  is  obviously  going  to  put  us  in  some  huge  challenges  in 
health  care  reform  with  people  who  are  saying  people  cannot  de- 
mand things  that  are  not  medically  indicated. 

How  are  we  going  to  deal  with  those  issues,  and  what  body  do 
we  turn  to  to  set  national  standards?  We  cannot  establish  this  only 
in  Oregon.  It  is  not  a  local  issue.  It  is  a  national  professional  stand- 
ard in  the  profession. 

The  Chairman.  You  know,  I  will  give  you  a  case  that  actually  in- 
volved my  son,  Patrick.  He  had  back  pains,  and  he  had  an  MRI, 
and  it  did  not  show  any  kind  of  indication  on  it.  And  his  blood  was 
fine.  Having  had  a  bad  back,  I  know  a  lot  of  good  back  doctors.  And 
I  could  just  tell  from  being  with  him  when  he  would  get  this  pain, 
intense  pain  would  come  on,  that  it  was  not  psychosomatic. 

He  had  it  for  about  3  or  4  months,  and  I  took  those  X-rays  and 
I  went  around  to  see  a  number  of  doctors  and  asked  them  to  look 
at  them.  They  could  not  find  anything.  And  when  he  would  go  to 
a  particular  hospital  down  in  Providence,  they  would  say,  "Well, 
you  are  just  in  here  one  of  those  kids  from  the  colleges  who  want 
pain-killing  drugs,"  you  know,  and  all  the  rest  of  it  on  that  part, 
discouraged  him  from  getting  any  more. 

Finally,  he  went  for  a  swim  in  the  pool  and  lost  his  balance  and 
could  hardly  get  out  of  the  pool.  So  he  was  smart  enough  to  go  up 
to  Massachusetts  General  Hospital  where  they  put  him  through  an 
MRI,  and  they  ratcheted  up  the  MRI  two  notches,  and  they  found 
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a  tumor  inside  the  spinal  column  and  operated  on  him  the  next 
morning,  12  hours. 

If  that  tumor  had  been  left  alone  there  for  another  2  days,  most 
of  them  think  that  he  either  would  have  been  crippled  or  could 
have  been  even  more  serious  than  that. 

When  you  are  speaking  on  this  question,  all  of  us  have  seen 
enough  circumstances  where  you  say,  well,  that  person  is  just — you 
know,  enough  is  enough.  And  on  the  other  hand,  there  are  these 
other  circumstances  where  there  are  real  kinds  of  questions.  He 
had  gotten  the  MRI,  but  it  had  not  been  up  high  enough  because 
most  of  the  pain  was  low  enough  so  they  took  what  they  thought 
was  going  to  be  a  sufficiently  good  cross-section  on  that,  and  it  just 
missed  it  by  two  vertebrae.  Eventually,  when  the  doctors  saw  him, 
you  know,  they  did  the  whole  scan  on  it.  So  these  are  tough  kinds 
of  issues  and  questions  about  what  to  do. 

Dr.  Tolle.  Absolutely.  Now,  I  think  it  is  key  in  the  patient  that 
I  was  sharing  that  he  had  had  a  clear  on-the-job  injury.  It  sets  up 
a  circumstance  when  someone  has  no  clear  reason  for  why  they 
might  have  gotten  symptomatology.  I  think  your  thinking  has  to  be 
very  different  when  there  is  not  a  clearly  identified  situation. 

This  person  had  paraspinus  muscle  spasm,  so  you  could  feel  the 
pull  in  the  musculature.  So  there  is  something  you  could  see  and 
feel  and  say  you  knew  you  were  going  in  the  right  direction. 

When  there  are  mysteries,  I  mink  the  doors  have  to  be  open  to 
continue  to  examine  people,  and  you  are  quite  right  that  in  this  sit- 
uation— and  I  certainly  did  not  mean  to  imply  that  this  man  had 
things  in  his  head.  He  had  paraspinus  muscle  spasm  just  as  some- 
one might  twist  their  ankle  and  have  strain  and  spasm.  But  at  the 
same  time,  for  this  man  the  neurosurgeon  was  not  the  right  an- 
swer, and  setting  up  a  situation  to  say  I  am  not  going  to  refer  you, 
I  will  continue  to  see  you  closely,  if  your  clinical  situation  changes 
at  all  I  will  refer  you  promptly,  the  back-up,  that  does  need  to  be 
there. 

As  we  think  about  these  questions  and  the  broader  questions  in 
research,  in  clinical  decisionmaking,  we  are  asking  the  kinds  of 
questions  that  Professor  Capron  brought  up  about  who  should  be 
on  the  commission,  how  could  it  be  composed,  and  recognizing  that 
a  commission  best  focused  to  answer  research  questions  may  not 
be  best  focused  to  answer  clinical  questions;  that  a  group  that  is 
going  to  focus  primarily  on  questions  in  research  should  certainly 
have  a  number  of  scientists.  But  a  group  answering  clinical  ques- 
tions needs  more  clinicians. 

A  research  group  might  report  in  to  the  NIH.  The  clinical  body 
certainly  should  not  report  there,  but  perhaps  more  directly  to  the 
President.  And  you  are  right  about  the  challenges  in  depoliticizing 
the  group  and  the  challenges  in  the  composition  of  the  group.  I 
would  argue  that  the  group,  in  addition  to  needing  people  from  a 
wide  range  of  disciplines  needs  ethicists  with  both  philosophical 
orientation  and  practical  clinical  orientation — theologians,  nurses, 
and  others,  both  genders,  and  people  from  a  wide  range  of  ethnic 
and  religious  backgrounds  to  try  to  bring  all  of  those  perspectives 
in,  and  yet  somehow  as  you  are  struggling,  separate  the  direct  po- 
litical influence  so  that  the  group  can  take  some  heat. 
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Recently  in  Oregon,  we  have  legislated  some  issues  around  pain 
management  for  dying  persons.  In  November,  it  will  be  law  that 
persons  who  have  life  support  withheld  or  withdrawn  must  have 
adequate  pain  management  given.  It  is  not  optional  anymore.  The 
law  reads  "shall  provide  medication  to  relieve  pain  and  suffering." 

Our  Center  for  Ethics  in  Health  Care  helped  the  legislature  de- 
sign that,  and  then  in  the  political  heat,  reference  was  made  to  us, 
allowing  some  things  to  go  forward  and  some  conversations  about 
high-dose  pain  management  that  might  shorten  life  and  allowing 
some  change  to  take  place  that  really  needed  to  take  place.  Can 
this  national  body  similarly  take  some  very  tough  issues,  work  on 
them  in  a  way  that  is  effective,  and  bring  them  back  with  thought 
to  Congress  for  useful  guidance  and  widely  distribute  them  to  set 
the  professional  standards  that  the  medical  schools  can  use  in 
teaching  the  students  and  in  setting  policies  and  guiding  their  local 
ethics  committees? 

I  welcome  the  opportunity  to  respond  to  questions. 

The  Chairman.  Thank  you  very  much.  We  will  have  some  ques- 
tions. 

Dr.  Ryan,  we  are  glad  to  have  a  chance  to  hear  from  you  again, 
and  it  is  nice  to  see  you. 

Dr.  Ryan.  Senator  Kennedy,  I  have  an  interest  in  both  human 
research  and  clinical  issues.  I  chaired  the  National  Commission 
from  1974  to  1978  and,  with  admiration,  watched  the  President's 
Commission  in  its  deliberations  from  1979  to  1983.  I  think  both  of 
those  Commissions  are  examples  of  government  sponsorship  of  suc- 
cessful efforts  for  public  debate  and  development  of  policy  guided 
by  considerations  in  the  area  of  bioethics.  I  think  the  United  States 
really  led  the  world  in  that  effort. 

Now,  forgive  me  if  I  reminisce  a  little  bit  because  in  the  National 
Commission  we  did  discuss  the  Ralph  sisters  and  the  whole  ques- 
tion of  applying  ethical  principles  to  care  provided  in  Medicaid  and 
Medicare,  for  example,  and  the  CIA  and  the  FDA.  I  think  the  Na- 
tional Commission  provided  two  contributions.  One  was  the  Bel- 
mont report,  which  were  the  principles  which  should  underlie  the 
conduct  of  research,  and  with  a  little  imagination,  they  apply 
equally  well  to  the  practice  of  medicine.  So  there  is  a  relationship 
between  people  doing  research  on  human  subjects  and  physicians 
caring  for  patients.  There  is  that  link. 

I  think  the  President's  Commission  and  its  contributions  Alex 
adequately  enunciated,  but  I  feel  that  these  commissions  should  be 
models  for  any  future  Government  initiative  in  the  creation  of  pub- 
lic bodies  to  consider  bioethics.  I  think  they  seem  to  have  worked, 
and  I  think  that  we  should  learn  from  their  experience. 

I  want  to  say  a  little  bit  about  the  Ethics  Advisory  Board  because 
I  believe  there  was  confusion  in  many  people's  minds  about  what 
the  Ethics  Advisory  Board  should  do,  and  it  builds  on  what  Susan 
was  talking  about.  The  Ethics  Advisory  Board  was  formed  in  1978 
on  the  recommendation  of  our  National  Commission,  and  what  we 
felt  was  that  there  should  be  a  sitting  body  advising  the  NIH  and 
the  Secretary — then  it  was  Health,  Education,  and  Welfare  rather 
than  Health  and  Human  Services—but  to  advise  them 

The  Chairman.  Was  that  Joe  Califano? 
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Dr.  Ryan.  Califano,  right.  To  advise  them  in  a  continuing  way  on 
research  issues  that  could  not  be  adequately  developed  by  local 
IRB's.  The  Oregon  people  might  want  advice,  or  the  people  in  Mas- 
sachusetts might  want  advice.  We  felt  that  there  ought  to  be  an 
ethics  advisory  board  that  worked. 

Now,  unfortunately,  that  board  did  not  have  a  congressional 
mandate.  It  had  a  short  life,  only  2  years.  They,  in  fact,  considered 
in  vitro  fertilization  and  made  recommendations  which  were  never 
followed  because  there  was  no  enabling  clause  in  their  creation. 
And  you  know  what  happened.  Assisted  reproduction  was  done  in 
other  parts  of  the  world,  and  then  it  crept  into  medical  practice  in 
the  United  States  without  being  preceded  by  federally  funded  re- 
search that  would  have  ensured  that  some  of  the  ethical  concerns 
were  being  addressed.  So  I  have  often  referred  to  that  as  a  moral 
vacuum,  the  fact  that  we  did  not  have  any  guidance  in  that  par- 
ticular area. 

Now,  I  think  we  still  need  an  ethics  advisory  board,  and  I  believe 
it  ought  to  have  a  congressional  mandate,  and  it  ought  to  have 
some  kind  of  a  clause  to  force  consideration,  not  necessarily  to 
agree  with  their  recommendations  but  to  force  considerations  in  a 
public  way  in  the  Federal  Register,  for  instance,  the  way  the  Na- 
tional and  the  President's  Commission  did. 

I  think  we  need  an  ethics  advisory  board  to  look  at  such  things 
as:  What  are  we  going  to  do  about  the  AIDS  vaccines?  Who  is  going 
to  be  tested?  How  are  we  going  to  be  able  to  do  that?  Can  we  do 
that  ethically  on  human  subjects?  Such  questions  as  research  on 
fertilized  eggs  and  embryos.  And  lest  people  misunderstand,  we  are 
doing  clinical  practice  on  fetuses  and  embryos  now  and  in  vitro  fer- 
tilization and  assisted  reproduction.  So  there  is  no  question  that 
someone  has  to  ask  serious  questions  about  are  we  doing  the  right 
things  and  can  we  study  it  adequately. 

Finally,  the  whole  question  of  human  genetic  study,  specific 
human  genetic  studies  are  going  to  come  up  that  involve  human 
subjects — gene  therapy,  for  example — that  a  sitting  body  should  be 
available  to  advise  the  Secretary  of  Health  and  Human  Services. 

Now,  I  want  to  shift,  then,  from  that  ethics  advisory  board, 
which  I  feel  is  needed  and  is  discrete  from  the  whole  question  of 
the  initiatives  that  are  needed  in  terms  of  a  public  body,  discuss 
the  things  that  are  going  to  come  up  during  the  health  care  reform 
debate,  the  whole  question  of  rationing  of  health  services,  of  estab- 
lishing a  minimal  level  of  health  care,  the  use  of  genetic  informa- 
tion, in  all  of  these  things  a  Presidential  commission  could  be  of 
vast  service  in  the  ethical  debate  that  must  be  held  so  that  we  can 
have  a  public  policy  that  does  justice  to  our  diverse  society. 

There  are  going  to  be  all  sorts  of  points  of  view  on  many  of  these 
issues,  and  mere  ought  to  be  some  kind  of  debate,  a  little  outside 
of  the  political  arena  first  if  at  all  possible.  And  I  think  that  is 
what  a  President's  commission  can  do. 

I  think  for  it  to  succeed  there  has  to  be  a  congressional  consensus 
that  this  kind  of  a  body  makes  sense.  I  think  you  had  that  with 
the  National  Commission  and  with  the  President's  Commission. 
There  were  specific  agendas,  and  I  agree  with  yourself  and  with 
Alex  that  there  ought  to  be  a  specific  agenda  without  too  much  in- 
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terference  in  pursuing  that  agenda,  but  with  the  opportunity  to 
look  at  new  challenges. 

You  know,  they  asked  us,  unfortunately,  to  look  at  the  swine  flu 
vaccine  problem  which  had  come  up,  and  no  one  really  anticipated 
that  that  would  be  a  problem.  But  we  were  a  sitting  body  at  the 
time. 

I  think  the  commission  members  should  be  of  diverse  background 
and  experienced  in  scholarly  or  professional  pursuits.  I  think  if  you 
get  people  with  experience  in  this  kind  of  discussion  and  people 
who  are  experienced  in  public  service,  they  can  rise  above  politics. 
I  have  infinite  faith  in  the  process.  If  you  will  leave  them  alone  in 
a  room  and  hold  them  to  standards  of  decent  discourse,  I  really  be- 
lieve that  you  can  come  up  with  valuable  discussion.  You  may  not 
always  have  people  agreeing  about  these  issues,  but  it  is  the  dis- 
cussion that  is  important.  And  what  has  happened  in  this  country 
has  been  we  have  had  a  failure  in  the  public  debate.  People  are 
shouting  at  one  another.  There  is  a  tremendous  amount  of  rhetoric 
that  goes  on.  Rather  than  saying  someone  has  a  right  to  this  or 
someone  has  a  right  to  that,  we  should  say,  well,  let's  talk  about 
it.  I  think  that  has  been  possible  in  these  commissions  in  the  past, 
and  I  have  faith  that  it  is  possible  in  the  future. 

They  need  the  support  of  an  adequate  staff.  I  think  the  National 
Commission  staff  was  superb.  The  President's  Commission  staff 
was  superb.  We  held  public  hearings.  We  got  public  input.  We  oper- 
ated under  the  sunshine  laws. 

Now,  Dr.  Nishimi  was  talking  about  the  New  York  State  task 
force,  which  I  respect  their  writings.  They  are  very,  very  good.  It 
operates  in  closed  sessions.  I  do  not  think  the  American  public 
would  sit  still  for  that.  They  want  to  know  what  people  are  talking 
about  and  how  they  came  to  the  decisions.  And  the  National  Com- 
mission operated  under  the  sunshine  laws,  and  a  lot  of  people  said 
it  could  not  be  done,  that  you  could  not  talk  about  ethics.  But  once 
the  television  cameras  went  away  and  the  commissioners  sat 
around  the  table,  they  could  start  engaging  in  meaningful  discus- 
sion. 

Finally,  I  think  that  the  enabling  clause  that  you  had  the  wis- 
dom to  write  in,  which  requires  that  some  Federal  agent  has  to  re- 
spond to  the  recommendations  or  public  State  why  they  will  not  re- 
spond, that  gave  us  the  courage.  We  worked  nard  as  a  public 
group,  and  that  gave  us  the  incentive  to  work  hard  because  we 
knew  people  would  take  us  seriously.  I  think  that  that  was  very, 
very  important. 

The  Chairman.  That  came  from  the  U.K.  When  they  appoint  a 
commission,  there  has  to  be  a  response.  The  Government  either  has 
to  accept  it  or  file  reasons  in  the  Parliament  why  they  do  not.  We 
do  not  do  that  in  this  country,  and  we  have  a  closetful  of  various 
commissions  that  have  been  focused  on  difficult  problems,  and 
there  is  virtually  no  kind  of  response.  That  was  something  that  I 
noted.  I  was  the  chairman  of  the  Administrative  Practices  Commit- 
tee and  used  to  follow  these  various  commissions.  That  way  of  re- 
quiring action  was  enormously  useful,  or  getting  the  reasons  why 
they  should  not  do  it.  I  am  glad  you  mentioned  that  because  I  had 
not  remembered. 
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Dr.  Ryan.  I  have  just  one  or  two  further  statements  to  make  and 
would  be  happy  to  answer  questions. 

I  think  many — and  it  has  been  alluded  to  here — believe  that  our 
ethical  debates  have  become  too  politicized,  but  we  live  in  a  politi- 
cal world.  There  is  no  question  about  that.  And  I  think  that  the  ex- 
perience on  the  panel  on  fetal  transplantation  research  was  a  dif- 
ficult one  for  all  of  us,  but  I  think  if  we  had  enough  time,  even  on 
that  panel,  there  would  have  been  a  different  outcome  because  peo- 
ple who 

The  Chairman.  Well,  the  advisory  committees  that  were  set  up 
I  thought  did  well.  It  was  just  an  override  by  the  political  figures. 

Dr.  Ryan.  But  it  was  a  tough  panel.  But  m  spite  of  that,  I  still 
think  that  with  careful  selection  of  participants,  effective  review  of 
ethical  issues  is  possible.  And  I  think  it  is  crucial — not  only  pos- 
sible, it  is  crucial— to  both  the  Congress  and  the  public  with  the 
health  care  things. 

I  want  to  finish  by  just  again  stressing  the  difference  between  an 
ethics  advisory  board  that  advises  on  ongoing  research  projects  and 
things  as  they  come  up,  and  a  public  Presidential  commission  that 
would  be  involved  more  with  policy  and  recommendations.  I  think 
there  is  a  need  for  both  of  them,  and  they  have  different  roles  to 
play.  And  I  would  hate  to  see  the  two  issues  be  confused. 

I  think  I  will  stop  there. 

The  Chairman.  That  is  very  good. 

[The  prepared  statement  of  Dr.  Ryan  follows:] 

Prepared  Statement  of  Dr.  Ryan 

The  National  Commission  for  the  Protection  of  Human  Subjects  of  biomedical  and 
Behavioral  Research  which  operated  from  1974  to  1978  and  the  President's  Commis- 
sion for  the  Study  of  Ethical  Problems  in  Medicine  and  Biomedical  and  Behavioral 
Research  which  operated  from  1979  to  1983  are  examples  of  government  sponsor- 
ship of  successful  efforts  for  public  debate  and  development  of  policy  guided  by  con- 
siderations from  the  area  of  biomedical  ethics.  The  National  Commission  contrib- 
uted its  "Belmont  Report",  the  ethical  principles  which  should  underlie  all  human 
research  and  also  contributed  many  reports  and  recommendations  that  were  trans- 
lated into  government  regulations  to  protect  hyman  subjects  of  a  wide  variety  of  fed- 
erally funded  research. 

The  Presidents  Commission  contributed  to  the  standardization  of  criteria  for  brain 
death  and  made  important  contributions  to  considerations  of  forgoing  life-sustaining 
treatment,  DNA  and  genetics  research  policy  as  well  as  the  ethics  of  the  practice 
of  medicine.  These  commissions  should  be  models  for  any  future  government  initia- 
tives in  the  creation  ofpublic  bodies  to  consider  ethical  issues. 

An  Ethics  Advisory  Board  was  formed  in  1978  on  the  recommendation  of  the  Na- 
tional Commission  to  advise  the  Secretary  of  the  then  Department  of  Health,  Edu- 
cation and  Welfare  on  controversial  issues  that  might  arise  in  human  subject  re- 
search as  well  as  on  the  special  topic  of  in  vitro  fertilization.  Unfortunately,  the  Eth- 
ics Advisory  Board  had  a  short  life  of  only  2  years  and  limited  effectiveness.  Absence 
of  the  Board  effectively  thwarted  review  of  any  research  associated  with  the  then 
burgeoning  field  of  assisted  reproduction.  As  a  consequence,  the  United  States 
lagged  other  countries  in  this  field  and  in  vitro  fertilization  was  introduced  into 
medical  practice  without  the  safeguards  of  prior  carefully  conducted  federally  fund- 
ed research.  The  Ethics  Advisory  Board  lacked  a  specific  congressional  mandate  and 
a  clause  to  force  consideration  of  its  recommendations. 

I  believe  we  still  need  an  Ethics  Advisory  Board  for  ongoing  review  of  ethical  is- 
sues in  the  vast  federally  funded  research  programs  including  such  issues  as  the 
development  of  a  vaccine  for  ADDS,  research  on  fertilized  eggs  and  embryos,  and 
human  genetics  studies. 

With  the  current  initiatives  in  health  care  reform  and  concerns  about  rationing 
of  health  services  and  the  use  of  genetic  information,  a  Presidential  Commission 
could  be  of  service  in  the  ethical  debates  that  must  be  held  to  develop  a  public  policy 
that  does  justice  to  our  diverse  society.  We  should  be  mindful  of  those  factors  which 
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seemed  to  work  in  the  National  and  first  President's  Commissions.  There  was  a  con- 
gressional consensus  on  the  need  for  such  a  body.  There  were  specific  agendas  and 
adequate  support.  The  Commission  members  were  of  diverse  background  out  experi- 
enced in  scholarly  or  professional  pursuits  and  public  service.  They  had  the  re- 
sources of  excellent  staffs  to  do  the  necessary  fact  finding,  accumulation  of  data  and 
organization  of  public  hearings.  The  forcing  clause  in  the  legislation  was  of  crucial 
importance  in  insuring  a  response  to  any  recommendation  either  by  complying  or 
by  publicly  justifying  an  alternative  course  of  action. 

While  many  believe  that  our  ethical  debates  have  become  too  politicized  as  the 
experience  with  the  Panel  on  Fetal  Transplantation  Research,  I  still  believe  that 
with  proper  time  and  careful  selection  of  participants,  effective  review  of  ethical  is- 
sues is  possible  and  indeed  crucial  to  both  the  Congress  and  the  public  at  large. 

The  Chairman.  Let  me  ask  both  of  you,  in  our  current  reauthor- 
ization of  NIH,  a  provision  was  included  that  allows  the  Secretary 
to  establish  an  ethics  advisory  board  to  review  any  grant  proposal 
on  ethics  grounds.  In  addition  to  this  provision,  do  you  think  any 
further  ethical  body  is  necessary  at  NIH? 

Dr.  Ryan.  No,  but  I  think  one  should  look  carefully  at  how  that 
ethics  advisory  board  is  set  up  so  that  the  Secretary  cannot  ignore 
them,  because  that  is  Congress'  and  the  public's  window  on  what 
is  going  on  in  a  very,  very  important  area.  And  if  you  have  that, 
then  you  do  not  have  these  terrible  surprises  which  we  had  in  the 

past. 

The  Chairman.  Dr.  Tolle,  you  mentioned  the  need  for  two  com- 
missions, one  for  clinical  ethics  and  one  for  more  broad-based  re- 
search issues.  Is  Dr.  Ryan  adding  another  for  policy  recommenda- 
tions? 

Dr.  Ryan.  No. 

The  Chairman.  Do  you  people  agree  on  the  division? 

Dr.  Tolle.  I  think  we  do. 

Dr.  Ryan.  If  there  is  an  ethics  advisory  board  sitting  and  avail- 
able to  do  what  has  to  be  done,  we  think  that  that  will  serve  an 
important  needs  that  has  been  missing.  The  other  body  for  the  clin- 
ical subjects  that  she  has  referred  to  is  terribly  important,  and  I 
do  not  see  how  we  can  go  on  with  the  health  care  reform  without 
having  some  kind  of  a  body  sitting  off  on  one  side. 

I  know  there  were  ethicists  advising  the  executive  branch  on 
some  of  these  ethical  issues  that  are  going  to  come  up  when  you 
start  talking  about  some  control  of  the  health  care  system. 

The  Chairman.  We  have  been  working  closely  with  the  various 
task  forces,  and  I  am  not  sure  that  this  is  an  area  that  has  been 
given  all  the  attention  it  deserves.  We  have  a  group  of  health  care 
professionals  up  in  Massachusetts  that  are  helping  me,  and  I  have 
some  that  are  working  on  the  ethical  issues.  They  had  been  in- 
volved in  the  recommendations,  but  they  have  alerted  me  to  give 
that  more  attention.  We  will  try  to  in  the  time  that  remains  prior 
to  the  President's  submission  of  the  program. 

I  will  ask  both  of  you  this:  What  do  you  think  are  the  basic,  the 
most  obvious  ethical  issues  that  we  ought  to  be  looking  at,  the 
types  of  things  you  think,  in  the  health  security  legislation? 

Dr.  Tolle.  First,  I  want  to  answer  a  little  more  fully  the  ques- 
tion before  this  about  the  ad  hoc  body.  I  am  concerned  that  the  cur- 
rent mechanism  is  entirely  inadequate  in  research  and  that  even 
an  ad  hoc  approach  to  proposals  probably  does  not  meet  the  need, 
that  there  probably  does  need  to  be  something  better,  much  more 
structured  in  research.  The  OTA  report  gave  a  more  in-depth  look 
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at  that,  and  I  think  it  is  extremely  important.  It  is  not  where  my 
greatest  skills  are  in  the  area  of  research,  but  I  am  concerned  that 
it,  too,  it  was  too  atrophic  as  it  is  now. 

With  regard  to  the  clinical  side,  where  I  can  speak  with  more  en- 
thusiasm and  experience,  I  am  very  concerned  that  in  health  care 
reform,  what  is  happening  to  relationships  with  patients  and  the 
impact  of  managed  competition  needs  careful  attention  and  thought 
and  review  so  that  in  management  everything  is  not  driven  by  cost, 
that  there  are  other  issues  of  quality  and  certain  allegiances.  Be- 
cause when  we  start  wearing  two  hats  as  physicians  instead  of  one 
just  to  the  patient,  we  need  to  know  how  to  wear  those  appro- 
priately. That  just  has  not  been  thought  through.  I  think  that  is 
extremely  pressing,  and  many  of  us  feel  very  torn  every  day.  Who 
are  we  serving?  And  how  quickly  do  we  refuse  that  second  further 
evaluation  when  it  is  not  appropriate?  As  you  are  saying,  for  the 
back  pain,  there  comes  a  point  where  you  stop  saying  no  and  you 
say,  no,  I  need  to  advocate  for  this  patient.  It  has  not  been  1  week 
after  a  back  injury.  It  has  been  4  weeks,  and  I  had  no  explanation 
in  the  first  place,  and  further  investigation  is  needed.  How  can  we 
keep  pushing  the  system? 

So  I  think  that  is  extremely  pressing.  Society,  as  we  look  at  man- 
aged care,  is  also  pressing  on  the  issue:  What  are  your  personal  ob- 
ligations to  your  own  health?  How  are  we  going  to  look  at  issues 
of  the  things  that  an  individual  contributes  adversely  to  their  own 
health  and  weigh  that  in  in  any  way? 

That  has  not  been  addressed  at  national  standards,  but  it  is  a 
pressing  question,  and  we  have  not  looked  at  it.  We  do  not  want 
it  to  come  down  and  be  social  worth.  I  am  really  saying  that  you 
deliberately  neglect  obvious  things  you  could  do  for  your  health.  Do 
you  have  any  obligation  to  yourself?  Do  you  miss  any  opportunities 
because  of  that?  We  need  to  struggle  with  some  of  those  questions. 

Obviously,  AIDS  is  a  huge  issue,  and  HIV-infected  persons,  duty 
to  treat,  other  obligations  to  care  for  them,  confidentiality,  a  whole 
array  of  issues  related  to  vaccine  and  other  experimentation  re- 
garding the  care  of  HIV-infected  persons,  confidentiality.  We  are 
really  challenged  with  the  whole  issue  of  confidentiality.  Does  it 
really  exist  in  medical  practice?  Not  in  the  way  it  used  to  when  so 
many  people  can  fairly  quickly  call  up  on  the  computer  someone's 
lab  tests,  can  fairly  quickly  look  at  so  much  scanned  in  your  bill 
files  about  whether  or  not  you  have  seen  counseling,  all  kinds  of 
information  that  we  are  struggling  within  this  technological  age, 
what  to  do  with  confidential  medical  information.  So  many,  many 
things  are  pressing  on  us. 

Dr.  Ryan.  Of  course,  the  most  fundamental  issue,  the  most  fun- 
damental ethical  issue  for  us  in  health  care  is  access  of  our  citi- 
zens. And  the  disgrace  has  been  that  we  have  not  had  universal 
entitlement  of  a  minimal  standard  of  health  care. 

That  seems  to  be  the  wave  of  the  future,  that  the  Congress  is 
probably  going  to  do  something  about  that.  But  it  is  the  question 
of  time,  how  long  is  it  going  to  take,  and  what  are  the  trade-offs 
that  are  going  to  be  made  in  terms  of  setting  that  minimal  stand- 
ard of  care  that  we  can  afford  or  think  we  can  afford  versus  what 
we  ought  to  do. 
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So  I  think  that  one  of  the  real  challenges  for  this  country  vis-a- 
vis the  rest  of  the  developed  world  was  really  getting  health  care 
for  all  of  our  citizens.  Now  that  we  have  committea  ourselves  to 
doing  that,  the  whole  question  is  the  time,  the  pace,  how  we  are 
going  to  do  it,  and  how  these  are  going  to  be  set  up. 

It  is  very  easy  to  promise  that  everyone  will  have  freedom  of 
choice,  but  I,  working  in  the  health  care  field,  as  you  know,  feel 
very,  very  strongly  that  that  is  a  false  promise;  that  there  is  no 
way  that  citizens  in  this  country  can  have  universal  entitlement 
and  free  choice  of  their  physicians.  They  are  going  to  have  to  make 
choices  and  trade-offs  in  order  to  get  that 

So  some  of  the  rhetoric  that  goes  on  about  the  health  care  issues 
already  I  think  is  in  the  area  of  false  promises.  Question  of  access, 
of  minimal  level  of  care,  the  questions  that  have  been  raised  about 
how  much  economics  will  drive  the  system,  I  think  are  tremen- 
dously important. 

If  you  watch  the  international  newspapers,  you  will  notice  that 
in  England  physicians  are  refusing  to  do  surgery,  heart  surgery  on 
gentlemen  who  smoke  if  they  will  not  give  up  smoking,  for  exam- 
ple. You  were  really  talking  about  something  like  that.  How  much 
responsibility  do  we  have  for  our  own  health  care  and  are  we  going 
to  punish  people?  It  is  the  whole  question  of  do  you  give  a  liver  to 
someone  who  is  an  alcoholic,  who  is  addicted  to  alcohol,  for  exam- 
ple? 

I  think  there  are  very,  very  profound  ethical  issues  about  that. 
The  whole  question  of  who  gets  a  heart  when  not  everyone  can  get 
one,  and  it  all  started  with  tne  renal  dialysis  in  Washington,  as  you 
know,  when  they  had  that  death  committee.  We  do  not  do  well  with 
those  committees  that  try  to  decide  between  the  worth  of  people, 
who  is  going  to  get  health  care  and  who  is  not  going  to  get  nealth 
care. 

So  I  think  if  I  were  going  to  create  a  list,  if  you  will,  of  issues, 
I  think  the  whole  question  of  rationing,  of  access  to  health  care,  the 
minimal  level  of  health  care,  these  are  the  kinds  of  things  that 
have  to  be  thought  out  from  an  ethical  perspective. 

The  Chairman.  Of  course,  it  is  a  myth  that  currently  all  people — 
have  choice.  The  40  million  people  who  do  not  have  any  health 
care,  do  not  have  any  choice.  And  by  and  large,  the  employers  are 
making  the  decision.  The  employees  do  not  have  much  of  a  choice, 
you  know,  the  requirements  that  they  offer,  an  HMO  or  whatever. 
We  all  want  as  much  choice  as  we  can  possibly  have,  and  I  think 
the  way  that  this  is  shaped  and  fashioned  will  give  a  great  deal 
more  than  they  ever  have  now.  Now  the  number  of  people  who 
have  real  choice  are  very,  very  few,  and  they  are  usually  the  ones 
that  have  the  greatest  resources. 

Dr.  Ryan.  I  have  just  been  to  Canada,  and  I  have  been  to  Eng- 
land recently,  and  all  I  can  tell  you  is  both  of  those  systems  are 
hurting  for  resources.  Health  care  costs  money,  and  they  have  had 
to  make  choices. 

I  know  in  England,  for  instance,  there  are  a  lot  of  centers  that 
will  not  pay  for  assisted  reproduction,  for  example.  And  I  think 
that  Oregon  may  very  well  have  to  make  those  kinds  of  decisions. 
But  even  those  systems  which  are  held  up  as  ones  that  have  pro- 
vided universal  entitlement,  they  are  really  feeling  it  now  because 
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they  are  having  to  close  hospitals  or  merge  hospitals  and  restrict 
services  because  of  the  whole  question  of  resources. 

It  is  an  ethical  decision  how  much  we  as  a  nation  spend  on  this 
versus  other  things  that  are  terribly  important  to  us. 

The  Chairman.  Yes,  as  compared,  to  education. 

Dr.  Ryan.  Yes. 

The  Chairman.  The  amounts  that  we  are  spending,  the  Federal 
Government,  on  health  as  compared  to  education,  let  alone  the  pri- 
mary. We  spend  somewhere  about  $10  or  $11  billion  a  year  on  43 
million  school  children,  and  we  are  spending  about  $350  billion  a 
year  on  health  care  in  Medicaid  and  Medicare. 

Dr.  Ryan.  I  am  very  excited  about  the  possibility  of  moving  the 
health  care  of  children  into  the  schools,  and  I  think  people  are  look- 
ing at  that. 

The  Chairman.  That  is  right.  I  think  those  school  clinics  are  just 
indispensable.  Cambridge  Ringe  and  Latin  has  an  excellent  pro- 

fram  up  in  my  home  State  of  Massachusetts,  which  has  a  tremen- 
ous  impact  on  the  health  of  the  kids.  The  best  estimate  is  that 
about  30  percent  of  the  kids  in  the  inner  city  need  some  kind  of 
health  assistance,  whether  it  is  trying  to  help  them  in  terms  of  liv- 
ing in  a  home  where  there  is  substance  or  physical  abuse  or  wheth- 
er there  are  other  kinds  of  problems  dealing  with  their  mental  con- 
ditions or  ingesting  lead  paint  poisoning.  We  all  know  that  these 
problems  exist — and  in  many  ways  we  have  failed  to  properly  ad- 
dress them. 

I  will  make  a  serious  effort  to  try  and  have  a  careful  review  of 
what  the  administration  is  proposing  on  these  ethical  issues,  and 
I  may  call  on  you  for  further  assistance  as  we  begin  to  address 
some  of  those  questions. 

I  want  to  thank  you  very  much.  It  has  been  an  enormously  inter- 
esting hearing.  Your  insights  will  help  us  to  address  the  fundamen- 
tal questions  which  advancements  in  science  raise  each  day. 

We  thank  you  very  much,  and  the  committee  stands  in  recess. 

[Additional  statements  and  material  submitted  for  the  record  fol- 
low:] 
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United  ;StattB  Senate 


DAVt  DURENDtnGEn 


October  14,  1993 


The  Honorable  Nancy  L.  Knssebaum 
Committee  on  Labor  and  Human  Resources 
United  States  Senate 
Washington,  O.C.   20510 

Dear  Nancyt 

I  am  sorry  that  I  am  unable  to  attend  today's  hearing  due  to 
a  death  in  my  family.   1  would  be  very  grateful  if  you  would 
extend  my  apologies  to  our  colleagues  and  especially  to  Mike 
Peel,  Senior  Vice  President  of  Personnel  for  General  Hills,  who 
will  be  here  from  Minnesota  to  testify  today. 

I  would  also  be  grateful  if  you  could  ask  that  my  formal 
statement  be  submitted  for  the  record. 


DtVve  Durenberger 
United  States  Senate 


Senator  Durenbetger  wanted  me  to  pass  on  his  deepest 
apologies  to  the  Committee  and  to  the  witnesses.   Unfortunately, 
due  to  a  death  In  his  family,  he  Is  In  Minnesota  attending  a  funeral 
this  morning  and  Is  unable  to  attend  today's  hearing. 

He  asks  permission  that  his  statement  be  made  part  of  the 
record. 

And  he  wanted  me  to  make  sure  that  his  absence  was  not  In 
any  way  Interpreted  as  a  lack  of  Interest,  nor  a  lack  of  respect  for 
the  critical  role  that  both  employers  and  employees  will  play  In 
shaping  our  nation's  future  health  care  system. 

Me  especially  wanted  me  to  extend  his  apologies  to  Mike 
Peel,  Senior  Vice  President  of  Personnel  for  General  Mills,  who  Is 
here  from  Minnesota  to  testify  today.   Senator  Durenberger  has 
spoken  very  highly  of  you,  your  knowledge  of  this  Issue,  General 
Mills'  concern  for  Its  employees,  and  the  contributions  that  you  and 
your  company  bring  to  this  debate. 

(Editors  Note-At  press  time,  Senator  Durenberger  did  not  supply  a  prepared  statement] 
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TESTIMONY  ON  A  STANDING  ETHICAL  ADVISORY  BOARD  AND  A  NATIONAL 

BIOETHICS  COMMISSION  SUBMITTED  TO 

THE  LABOR  AND  HUMAN  RESOURCES  COMMITTEE 

As  members  of  the  Senate  Labor  and  Human  Resources  Committee  consider  the  question 
of  how  best  to  address  ethical  issues  in  medicine,  the  committee  should  be  aware  of  the  work 
of  the  National  Advisory  Board  on  Ethics  In  Reproduction  (NABER).  NABER  is  an 
independent,  non-partisan  body  of  professionals  in  medicine,  reproductive  sciences,  bioethics, 
and  the  law.  It  was  established  in  1991  to  develop  reports  and  guidelines  on  ethical  and  policy 
issues  that  arise  in  the  development  and  application  of  new  reproductive  technologies,  fetal 
research,  and  fetal  tissue  use.  The  board  consists  of  14  volunteers  who  have  nationally 
recognized  expertise  in  bioethics,  bioscience,  medicine,  law  and  policy,  assisted  by  a 
Consultants'  Working  Group  of  18.  Originated  by  support  from  the  American  College  of 
Obstetricians  and  Gynecologists  and  the  American  Fertility  Society,  NABER  is  now  funded  by 
grants  from  leading  foundations  (Ford,  Greenwall,  Walter  and  Elise  Haas,  Josiah  Macy,  Jr.,  and 
Rockefeller)  and  is  a  separately  incorporated  legal  entity  with  501  (c)  (3)  status.  Thus,  NABER 
is  the  private  sector  equivalent  of  the  sort  of  governmental  bodies  presently  being  considered  by 
this  committee. 

NABER  came  into  existence  because  of  the  conviction  of  several  leading  Figures  In 

reproductive  science  and  in  bioethics  that  governmental  entities  would  be  unlikely  to  provide  the 

guidance,  oversight,  or  leadership  necessary  in  the  highly  sensitive  and  seriously  politicized  area 

of  reproductive  science  and  technology.   The  history  of  the  DHEW  Ethics  Advisory  Board,  the 

Fetal  Tissue  Panel,  and  the  Congressional  Biomedical  Ethics  Board  provided  ample  evidence  to 

support  their  conviction.  The  conspicuous  success  of  the  two  early  congressional  commissions, 

the  National  Commission  for  the  Protection  of  Human  Subjects  of  Biomedical  and  Behavioral 

Research  and  the  President's  Commission  for  the  Study  of  Ethical  Problems  in  Medicine,  on 
both  of  which  NABER  s  chairman  served,  was  due  to  their  insulation  from  partisan  pressure  and 

from  the  influence  of  special  interests.    This  may  no  longer  be  possible,  particularly  in  the 

sensitive  area  of  human  reproduction.     Even  If  future  govemmentally  established  bodies  in 

bioethics  can  be  so  insulated,  the  ethics  of  human  reproduction  and  the  reproductive  sciences  will 

probably  remain  vulnerable  to  such  pressures  and  influences.   At  the  same  time,  the  public  and 
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professionals  need  Information,  analysis  and  guidance  in  this  rapidly  developing  science  and  its 
clinical  utilization.  The  public  moral  debate  that  attends  every  innovation  « in  vitro  fertilization, 
prenatal  diagnosis,  surrogacy,  ovum  transfer  --  should  be  focused,  analyzed  and  translated  into 
reasonable  recommendations  that  professionals,  the  public,  and  policy  makers  can  respect.  This 
is  NABER's  purpose. 

At  present  the  Board  selects  those  Issues  that  seem  to  require  immediate  and  intense 
ethical  scrutiny.  It  does  so  on  its  own  Initiative,  on  advice  of  its  consultants,  and  on 
recommendations  from  interested  professionals.  It  has  produced  one  report  on  the  therapeutic 
use  of  fetal  tissue,  is  now  preparing  a  report  on  oocyte  donation  and  intends  to  study  fetal  cell 
sorting.  It  has  offered  its  expertise  in  reproductive  ethics  to  N.I.H.  for  review  of  protocols  in 
reproductive  science  that  raise  ethical  issues.  It  may  extend  this  offer  to  the  research  community 
at  large. 

If  an  Ethical  Advisory  Board  is  reestablished  under  governmental  auspices,  NABER 
would  be  able  to  provide  the  input  that  its  concentrated  expertise  makes  possible.  If  a  permanent 
commission  were  established  NABER  could,  at  the  request  of  the  commission,  do  specialized 
studies  that  would  benefit  both  from  the  diversified  views  of  its  bioethics  and  legal  scholars  and 

the  skill  of  its  scientists,  but  would  be  free  of  partisanship  and  partiality.  NABER  would 
certainly  be  willing  to  collaborate  with  any  govemmentally  established  body.  If  no  such  body 
is  forthcoming,  NABER  will  continue  to  provide  soundly  researched  impartial  opinion  on 
biomedical  policy  in  human  reproductive  science  and  medicine. 

Appendix  A 

MEMBERS  OP  THE  NATIONAL  ADVISORY  BOARD  ON  ETHICS  IN 
REPRODUCTION  (NABER) 

Albert  R.  Jonscn,  Ph.D.,  Chair,  Medical  History  and  Ethics,  University  of  Washington,  Seattle, 
Washington,  Chair  of  NABER 

Ruth  Macklin.Ph.D.,  Epidemiology  and  Social  Medicine,  Albert  Einstein  College  of  Medicine, 
Bronx,  New  York,  Vice-Chair  of  NABER 
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IIEAL1M  &  MEDICINE 


Uuaitl  to  consider 
reproduction  ell  lies 


By  BRUCE  HILTON 
ScHrpt  Now***  N*w*JMMe«_ 


Remember  the  divorced  courle 
who  sued  each  other  (or  custody  ol 
seven  tiny  feitilized  eggs  they  had 
created  together? 

Or  the  millionaire  cciple  who  dis- 
appeared at  sea.  leaving  as  their  only 
"family"  some  froien  test-tube  em- 
bryos in  Australia? 

Or  the  surrogate  mother  who  said 
poverty  had  forced  her  to  agree  to 
bear  a  baby  lor  a  rich  couple  —  and 
now  she  didn't  want  to  give  up  the 
child? 

Or  the  baby  with  five  parents:  the 
couple  who  would  rear  the  chOd.  the 
man  who  donated  the  sperm,  the 
woman  who  donated  the  ova  and  the 
woman  who  gave  it  birth? 

Or  the  prenatal  test  that  makes  it 
possible  to  tell  whether  it's  a  boy  or  » 
(fir  1  —  and  abort  the  fetus  if  it's  the 
"wrctg "  sex? 

It  has  been  1 5  years  since  the  first 
test-tube  babv.  In  that  time,  science 
has  come  up  with  a  handlul  of  other 
new  reproductive  technologies  — 
and  women  have  given  birth  to 
23  000  babies  as  *  direct  result.  Its. 
no  longer  unusual  to  know  somebody 
using  one  of  these  techniques,  and  no 
longer  surprising  when  ethical  prob- 
lems pop  up 

Now  the  good  news: 
The  major  foundations  have  fi- 
nanced a  new.  broad-based,  non-sec- 
tarian group  called  the  National  Advi- 
sor. Board  on  Ethics  in  Reproduction 
and  taken  on  the  job  nobody  has  been 
able  to  handle  so  far. 

Widely  repected  among  etbicists, 
the  12  board  members  come  from  a 
variety  of  disciplines  and  back- 
grounds. They  want  to  combine  exist- 
ing re'-earch  and  public  discussion, 
hnping  to  come  up  with  guidelines  for 
a  spectrum  of  new  ways  to  have 
babies. 

These  are  some  of  the  ethics  is- 
sues they're  wilting  to  take  on.  as 
outlined  in  their  first  report: 

■  Control  and  hcccm:  Pocs  ev- 
ery couple  have  a  right  to  have  a 
familv,  using  whatever  means  avail- 
able? If  so.  is  infertility  an  illness?  Will 
government  help  th"$e  who  can't  af- 
ford the  high  conLs?  !f  not.  will  gov- 
ernment enforce  laws  against  it?  Who 
should  hive  access  to  genetic  screen- 
ing, and  for  what  purposes? 


■  Coercion  and  commerclnl- 
ism:  Will  women's  choices  actually  be 
lessened  because  of  pressure  to  have 
babies,  now  that  the  new  techniques 
are  here?  Will  couples  be  forced  to 
use  prenatal  diagnosis  because  of  pub- 
lic censure  If  they  have  a  disabled 
child?  Will  surrogate  motherhood  be- 
come not  only  a  profession,  but  a  new 
way  of  exploiting  women?  Will  hu- 
mans become  commodities? 

■  Gcnetirg  nnd  the  perfect 
person:  What  genetic  tests  should  be 
offered  —  or  required?  Who  will  de- 
cide what  defects  are  serious  enough 
to  screen  out?  Shall  industries  use 
genetic  information  (tike  a  predisposi- 
tion to  heart  disease)  to  deny  employ- 
ment? Will  widespread  screening 
make  us  less  tolerant  of  people  with 
disabilities? 

As  the  report  says,  some  ask:  "At 
what  point  does  medical  genetics  be- 
come eugenics"  (the  search  for  ge- 
netic perfection)? 

■  Parenta  and  helpers:  Do 
test-tube  babies  and  surrogate  moth- 
ers strengthen  the  family,  or  threaten 
the  whole  idea?  Who  should  have  pri- 
ority in  a  dispute,  a  birth  mother  or  a 
genetic  mother  or  the  rearing  moth- 
er? Will  children  suffer  psychological- 
ly or  physically  because  they're  born 
of  these  techniques?  Should  donors  be 
anonymous?  Have  male  donors  and 
female  donors  been  treated  with 
equal  fairness? 

■  Health-care  professionnla: 
Many  of  the  new  techniques  are  not 
medically  indicated  —  they  don't  cure 
an  illness.  Are  physicians  obligated  to 
perform  them?  How  should  the  pow- 
ers and  responsibilities  of  the  patient 
and  the  professional  be  balanced? 

■  Manipulating  embryos:  Is 
the  newly  fertiliird  pre-embryo.  mi- 
croscopic in  size,  a  human  being? 
What  limits  should  be  set  for  creating, 
manipulating  or  experimenting  with 
it?  Amid  rising  health  costs,  should 
society  demand  that  embryos  carry- 
ing certain  disorders  be  discarded? 

If  these  issues  affect  you.  or  inter- 
est you.  write  for  the  first  paper. 
"Issues  We  Face,"  at  the  National 
Advisory  Board  on  Ethics  in  Repro- 
duction. 409  12th  St.  SW,  Washing- 
ton DC  20024. 

—  Brw*  Milton,  director  of  tht  Nutlonat 
C»nt»r  lor  Bl^thlc*.  l<a*  b»*n  *n  antic* 
eoniuttarM  lo  doctors,  hoipttalt  and 
patent*  for  1»  y**r*. 
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$lje  tUasljmgtou  flout 

AN     INDEPENDENT    NEWSPAPER 


An  Improved  Tissue  Bank 


Amid  the  joy  about  President  Clin- 
ton's order  lifting  the  ban  on  the  use 
of  fetal  tirwe  from  elective  abortions 
(front  page,  Jan.  23),  an  important, 
fact  b  bejng  overlooked.  The  execu- 
tive order  does  not  change  the  design 
of  the1  feM  tissue  bank.  This  tissue 
bank,  which  coordinates  distribution 
of  fetal  tissue  for  transplantation  into 
patients  with  such  illnesses  as  Parkin-  • 
son's  dfr?»»e  and  diabetes,  is  restrict- 
ed to  the  u*e  of  fetal  tissue  derived 
from  ar*wt*!*e**is  abortions  and  ec- 
topic pregnancies. 

Fierce  debate  rages  about  whether 
this  should  continue.  Why  station  a 
phalanx  of  tissue  collectors  in  hospi- 
tals a r wind  the  country  to  procure  the 
small  amount  of  material  available 
from  these  two  sources  when  tissue 
from  elective  abortions  is  plentiful? 
Why  not  eliminate  this  tissue  bank 
altogether? 

There  are  two  good  reasons  that 
the  bank  should  be  retained — and  ex- 
panded to  include  tissue  obtained 
from  elective  abortions.  First,  serious 
qt*estiomi  bare  been  raised  about  the 
safety  *«d  ratability  of  using  fetal 
ti*"uei  fro"is  a!  three  so* trees.  Trsstie 
from  wp«TTf  ^^eous  abortions  and  elec- 
tive a*>ottio«a  can  be  abnormal  and 
infected.  Tissue  from  ectopic  preg- 
nancies wiTJ  be  m  increasingly  short 
supply  as  pharmacological  means  of 
treatment  replace  surgery.  A  tissue 
bank  that  studies  the  feasibility  of 


using  tissue  from  all  three  of  these 
sources  could  resolve  pressing  ques- 
tion* about  the  safety  and  feasibility 
of  ur'ng  fetal  tissue  that  have  haunted 
medical  research. 

Second,  retaining  the  bank,  while 
exploding  its  scope,  would  meet  the 
concerns  of  those  patients  and  inves- 
tigators who,  for  reasons  of  con- 
ference, wJPTnot  participate  in  re- 
search uawg  .  tissue  from  elective 
abortion*.  Fe»«b«T*y  studies  of  tissue 
they  are  wflffeg  to  use — that  derived 
from  spoiitaneoua  abortions  and  ec- 
topic pregnancies  could  continue. 
This  fetal  tissue  bank  would  be  insu- 
lated from  the  abortion  question  if  it 
were  to  adopt  the  ethical  guidelines 
set  out  by  the  1988  Panel  on  Fetal 
Tissue  Transplantation  Research, 
which  separate  the  decision  to  under- 
go elective  abortion  from  that  to  do- 
nate fetal  tissue. 

For  these  reasons,  we  recommend 
that  FresWent  Clinton  issue  an  execu- 
tive order  adding  tissue  from  elective 
abortions  to  the  fetal  tissue  bank  and 
requiring  it  to  develop  adequate  ethi- 
cal, as  well  as  scratific,  safeguards, 
ALBERT  RJONSEN 
CYNTHIA  B.  COHEN 
Washington 

The  xrit*rs  are,  resfectivHf,  chair- 
man and  executive  director  of  the  Na- 
tional Advisory  Board  on  Ethics  in 
Reproduction. 
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BIOETHICS  AND  U.S.  PUBLIC  TOUCH 

Committee  on  Labor  and  Health  Service! 

October  14, 1993 

Susan  W.  Tolle,  MJD. 

Director,  Center  for  Ethics  in  Health  Car* 

Ore| on  Health  Science!  University 

Senator  Kennedy  and  Members  of  the  Committee: 

1  am  Dr.  Susan  Tolle,  t  practicing  Internist  and  Director  of  the  Center  for  Ethics  In 
Health  Care  at  the  Oregon  Health  Science!  University.  I  completed  my  medical  school 
training  at  the  Oregon  Health  Sciences  University  and  my  residency  In  Internal  Medicine 
at  the  University  of  California,  Sin  Diego.  I  Joined  the  faculty  in  the  Division  of  General 
internal  Medicine  at  the  Oregon  Health  Sciences  University  In  1981  and  am  currently  a 
Professor  of  Medicine  at  OHSU.  in  addition  to  my  Internal  Medicine  training,  I  have 
received  formal  training  in  clinical  medical  ethics,  completing  i  Fellowship  at  the  University 
of  Chicago  prior  to  assuming  the  position  of  Director  of  the  Center  for  Ethics  in  Health 
Care  in  1989.  My  strength!  are  In  the  areas  of  clinical  ethics  as  they  relate  to  the  provision 
of  health  care  to  individual  patient!  and  the  implication!  of  clinical  care  to  broader  social 
policy.  I  have  less  expertise  in  the  area  of  ethical  Issues  in  research.  In  using  the  term, 
clinical  ethics,  throughout  this  document,  I  am  referring  to  decisions  made  m  health  care 
settings  that  relate  directly  to  the  practice  of  medicine  and  the  care  of  patients,  whether  at 
in  individual  level  or  a  sodetal  level,  rather  than  to  research  ethlca.  which  have  been 
eloquently  described  In  the  O I A  report 

I  welcome  the  opportunity  to  talk  with  yon  about  the  impact  of  recent 
technological  advances  an  long  established  traditions  in  health  care  which  contribute  to  a 
rising  number  of  unresolved  dilemmas,  What  does  confidentiality  mean  in  the  face  of 
computerized  padent  data  and  rapidly  growing,  yet  deeply  personal,  genetic  Information? 
How  can  we  protect  vulnerable  persons  and  yet  proceed  with  vital  research  studies  of 
individuals  with  mental  Illness  or  dementia?  Have  research  and  health  care  technological 
advances  outstripped  our  ability  to  use  them  wisely?  We  can  now  keep  patient!  alive  in 
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permanent  coma  for  more  than  three  decades.  The  Federal  government  b  currently  without 
a  formal  forum  to  provide  guidelines  on  these  and  other  pressing  bioethlcal  Issues, 

1.  Should  Congress  provide  voices  for  biomedical  ethics  In  public  policy? 

The  need  for  a  body  to  thoughtfully  provide  guidance  on  the  ethical  tuues  In 
research  has  been  highlighted  by  the  OTA  report  I  concur  that  Congress  should  establish 
an  Ethics  Advisory  Board  to  provide  national  guidance  about  an  array  of  pressing  ethical 
issues  In  research.  Of  equal  importance  are  dilemmas  In  clinical  ethics  which  have  received 
Inadequate  national  guidance  since  1985,  when  the  President*!  Commission  was  disbanded. 
Changes  In  health  care  technology  and  practice  necessitate  reevmluatkm  of  obligations  In  the 
doctor-patient  relationship  by  t  national  ethics  commission.  These  profound,  professional 
changes  cannot  be  resolved  at  the  state  level  Thus,  I  believe  Congress  should  establish  two 
separate  bodies:  one  to  address  research  and  the  other  to  guide  clinical  Issues  In  biomsdical 

ethics  and  public  policy. 

2.  Can  one  nstlonal  ethics  body  effectively  address  the  full  range  of  ethical  Issues? 

Ho.  the  array  of  Issues  In  biomedical  ethics  have  become  far  too  broad  for  any 
Individual  to  maintain  expertise  In  all  areas.  Some  biomedical  ethldsts  have  focused  on 
ethical  Issues  in  research  and  others  have  greater  knowledge  about  Issues  in  clinical  ethics 
(both  at  the  individual  padent  and  community  levels).  Research  scientists  are  dearly 
needed  on  a  board  addressing  questions  In  research,  similarly,  persons  experienced  In 
clinical  care  should  be  called  upon  to  address  the  new  array  of  clinical  ethics  dilemmas.  A 
reporting  relationship  within  the  NIH  may  be  appropriate  for  a  research  focused  advisory 
body,  but  would  make  little  sense  for  a  clinically  focused  commission,  Thus,  the 
composition  of  the  two  boards  or  commissions  and  reporting  relationships  should  be 
different 

3.        Is  an  ad  hoe  approach  adeqaate  to  meet  the  aeedst 

No.  I  concur  with  the  OTA  report  that  an  ad  hoc  committee  focused  on  a  spedflc 
topic  is  the  least  desirable  mechanism  to  address  bioethlcal  dilemmas.  An  ad  hoc 
committee  takes  significant  time  to  appoint  and  convene,  and  therefore  cannot  address 
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Issues  or  research  protocolsin  a  timely  manner.  Standing  bodies  or  those  with  limited  terms 
offer  the  opportunity  for  the  benefit  of  experience,  initial  learning,  and  the  acculturation 
process  of  any  group  to  enhance  the  group's  effectiveness. 

4.        Pressing  Issues  In  conical  ethics. 

The  OTA  does  a  ruperb  Job  of  describing  and  delineating  a  wide  range  of  ethical 
issues  In  research,  but  fails  to  probe  many  pressing  Issues  in  clinical  ethics.  The  following 
c&sei  demonsuate  the  type  of  ethical  issues  that  were  overlooked.  These  clinical  dllr.mmas 
cannot  be  solved  at  the  local  hospital  or  State  level,  and  require  •  national  body  to  guide 
new  standards  in  dealing  with  these  clinical  ethics  dilemmas. 

Casel 

A  57 year-old  wcnum  has  wUely  metastatic  breast  cancer.  She was  diagnosed  four years 
ago,  Initially  treated  surgically,  and  subsequently,  when  metastatic  cancer  developed,  she  received 
three  different  ccunes  of  chemotherapy.  She  has  now  failed  the  third  round  of  chemotherapy 
and  has  cancer  v.idth>  spread  throughout  her  bones  and  Internal  organs.  She  has  cancer  bi  her 
lungs  which  it  beginning  to  cause  her  to  be  somewhat  short  of breaths  she  also  has  cancerwhick 
b  beginning  to  block  the  outlet  of  her  kidneys;  and  her doctors  expect  that  she  wiR  not  live  mom 
than  a  short  period  of  time  -  a  few  days.  Perhaps  If  she  goes  to  the  Intensive  Care  Unit  and 
Is  put  on  a  ventilator  and  recehts  dialysis,  she  might  Bve  as  long  as  a  few  weeks.  The  patient 
demands  all  lift  extending  measures  ghen.  She  understands  that  all  of  these  treatments  win  only 
extend  her  lift  a  few  weeks.  She  wishes  surgery  for  a  cancer  around  the  Bntng  of  her  heart,  to 
be  placed  on  a  ventilator,  and  to  receive  dialysis,  though  she  undenkvuti  that  even  with  aU  of 
these  measures,  her  cancer  wU  continue  to  grow  and  that  she  knot  expected  to  a\e  mom  than 
a  month  Her  doctors  and  the  entire  health  cant  team  are  concerned  that  they  may  be 
Increasing  her  suffering  by  providing  all  of  these  modalities.  Despite  feeing  they  were  doing  the 
wrong  thirty  the  health  care  team  complies,  with  her  wishes. 
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Case  2 

■  A  29  ytar  old  man  had  an  on  the  Job  injury  a  wck  ago.  His  doctor  has  examined  him 
twice  and  a  CAT  scan  has  been  done.  He  has  acute  muscle  strain  without  any  neurologic 
findings.  The  patient  demands  referral  to  a  neurosurgeon  and  wants  a  myelogram  performed. 
His  primary  physician  reconfirms  the  lack  of  neurologic  finding  and  believes  there  Is  an  medical 
justification  for  the  referral  His  physician  wonders  what  he  should  da  In  the  face  of  national 
professional  ethics  codes  which  state  that  patients  have  the  right  to  demand  consultations. 

Traditionally,  health  care  providers  have  seen  their  ethical  obligation  as  related  only 
to  the  advocacy  of  the  Individual  patient,  no  matter  how  unlikely  a  medical  treatment  was 
to  benefit  the  pi  dent  or  how  expensive,  the  physician  was  expected  to  advocate  for  the 
padent  Nadonal  ethics  standards  and  standards  of  professional  organizations  have 
endorsed  this  emphasis  on  individual  padent  autonomy  without  consideration  of  the  broader 
needs  of  the  community.  The  Oregon  Plan  and  other  efforts  at  managed  competition  have 
forced  us  to  look  more  critically  at  treatment  which  is  medically  futile,  very  expensive  and 
unlikely  to  be  effective  except  for  the  briefest  period  of  time.  Under  the  Oregon  Plan,  the 
patient  with  end  stage  cancer  would  continue  to  receive  state  support  for  all  measures  which 
would  enhance  her  comfort  However,  she  would  not  receive  state  reimbursement  for  care 
in  an  Intensive  Care  Unit  with  a  ventilator  and  dialysis  during  her  final  weeki  of  dying  from 
a  cancer  which  is  unresponsive  to  chemotherapy.  Of  note,  the  doctors  and  hospital  would 
not  be  liable  for  declining  to  provide  intensive  care. 

Not  addressed  by  any  of  the  efforts  at  health  care  reform  Is  the  traditional  model  of 
the  individual  physician-patient  relationship  and  how  it  needs  to  be  revised  to  mcorporata 
tin  values  and  needs  of  the  community  u  a  whole.  Can  patients  demand  to  be  referred  to 
a  consultant  even  If  medically  there  la  no  need?  Does  this  violate  the  individual  autonomy 
of  the  patient?  While  Case  1  portrays  the  issue  of  autonomy  in  an  end  of  life  situation,  the 
Issue  demonstrated  in  Case  2  arises  much  more  frequently  and  Is  an  everyday  occurrence 
In  the  outpatient  setting. 
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New  challenge*  In  clinical  ethics  are  not  limited  to  individual  tutooomy  versm  the 
overall  needs  and  Interests  of  the  community  related  to  resource  allocation,  but  extend  to 
a  range  of  Issues,  such  as  confidentiality  of  health  care  Information  In  the  computer  age, 
duty  to  treat,  personal  responsibility  for  one's  own  health.  Issues  around  treatment  of  HTV 
Infected  persona,  A  national  commission  similar  to  the  President's  Commission  Is  very  much 
needed  to  address  these  patient  care  dilemmas.  Betause  of  the  Increasing  Integration  of 
health  care  financing  systems,  revising  professional  relationships  with  patients  to  incorporate 
not  only  Individual  autonomy,  but  the  overall  wishes  and  needs  of  the  entire  communidea 
we  serve  win  require  national  rather  than  local  leadership  to  address, 

5.        Goals  In  selecting  board  or  eonuntssloa  members.: 

A  range  of  perspectives  Is  vital  to  assure  that  a  broad  and  multiraeeted  view  of  the 

ethical  quertlon(s)  Is  achieved.  This  necessitates  assuring  a  range  of  disciplines  which  would 

Include  not  only  ethldsti  who  are  philosophically  oriented,  but  also  those  who  are  clinically 
oriented,  thus  assuring  a  broad-based  perspective  and  a  hands-on  applied  perspective  to 

complement  multiple  aspects  of  issues  In  both  the  research  and  clinical  ethics  commissions 

work.  In  addition  to  a  range  of  disciplines,  (physicians,  nurses  theologians,  philosophers, 

etc.),  clearly  representation  from  both  genders  and  a  range  of  racial  and  ethnic  groups  Is 

needed  to  assure  the  greatest  possible  vision. 

I  would  be  pleased  to  answer  any  questions  you  may  have  regarding  bloethlcs  and 
U.S.  public  policy  and  our  national  needs  for  two  commissions  -  one  to  address  ethical  Issues 
In  research,  and  the  other  to  address  ethical  Issues  In  clinical  ethics,  both  at  the  bedside  and 
in  broader  lodal  policy. 

Thank  you  far  the  opportunity  to  discuss  these  Issues  with  you. 
[Whereupon,  at  4:42  p.m.,  the  committee  was  adjourned.] 
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